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March  29,  1966. 
Hon.  John  W.  Gardner, 
Secretary  of  Health,  Education,  ahd  Welfare 
Washington,  D.C. 

Dear  Mr.  Secretary  :  I  am  submitting  herewith  the  report  of  the 
ad  hoc  committee  you  formed  last  December  to  review  some  of  the 
administrative  arrangements  and  management  controls  of  NIH's 
grants  and  contracting  program.  The  committee  recognized  the 
importance  of  the  issues  you  raised  and  we  tried  to  do  justice  to  the 
many  difficulties  and  subtleties  involved  in  the  matter.  We  hope  that 
you  will  find  the  report  useful. 

We  are  very  grateful  for  the  support  and  cooperation  we  received 
from  the  many  people  in  the  Department  of  HEW  and  from  the 
members  of  the  biomedical  community  with  whom  we  discussed  our 
task. 

We  surely  appreciate  the  opportunity  to  be  of  service  to  you  and 
to  the  Department  of  Health,  Education,  and  Welfare  in  this 
undertaking. 

Sincerely  yours, 


J*    tj     l\/XX/K* — 


J.  P.  ROTNA, 

Chairman. 
[Enclosure] 


CHAPTER  ONE 

The  Assignment 


The  Secretary  of  Health,  Education,  and  Welfare,  when  he 
formed  this  committee  late  in  1965,  stated  that : 

"The  committee  will  be  reviewing  the  following  problems : 

"1.  The  distinction  between  the  nature  and  use  of  the  grant  in 
aid  versus  contract  as  instruments  of  NIH  and  Department  action. 

"2.  The  nature  of  the  necessary  administrative  arrangements 
and  management  controls  to  assure  proper  use  of  grants  and  contracts 
in  the  conduct  of  NIH  programs. 

"3.  The  particular  circumstances  surrounding  the  use  of  con- 
tracts within  the  National  Cancer  Institute,  and  the  other  Institutes 
at  NIH,  as  appropriate,  and  the  arrangements  utilized  by  the  Institute 
in  the  development,  review,  execution,  and  evaluation  of  such  contract 
activity." 

At  its  first  meeting  the  committee  was  asked  by  the  Assistant 
Secretary  for  Health  and  Scientific.  Affairs  to  give  special  attention 
to  the  statutory  and  functional  role  of  National  Advisory  Councils 
in  the  administration  of  programs  for  the  support  and  conduct  of  re- 
search. Within  the  Congress,  he  said,  there  had  been  recent  discussion 
as  to  whether  each  individual  research  contract  of  the  National  Cancer 
Institute  should  be  reviewed  and  approved  by  the  National  Advisory 
Cancer  Council  as  is  required  by  statute  for  grants.  On  this  question 
the  Secretary  had  written  in  a  letter  of  October  20,  1965,  to  Repre- 
sentative John  E.  Fogarty : 

"Review  and  approval  of  each  individual  contract  by  the  Ad- 
visory Council  to  the  National  Cancer  Institute  introduces  such  a 
fundamental  change  in  policy  that  I  would  be  extremely  reluctant  to 
see  it  introduced  without  a  thorough  study.  I  assure  you  that  I  will 
initiate  such  a  study  immediately  and  will  report  back  to  the  congres- 
sional appropriations  committees  early  next  year." 


The  committee  understood  that  its  investigation  should  include 
this  relatively  narrow,  specific  question,  but  should  consider  it  in  ap- 
propriate context  rather  than  as  an  isolated  problem. 

The  situation,  as  the  committee  views  it  after  several  weeks  of 
study  and  discussion,  is  basically  this:  Biomedical  research  is  now 
yielding,  with  increasing  frequency,  results  which  promise  major 
benefits  in  health  and  longevity,  but  which  call  for  large-scale  directed 
research  or  for  development  before  they  can  be  put  into  use.1  The 
National  Institutes  of  Health,  which  in  the  past  two  decades  has  se- 
lected and  supported,  in  major  part,  the  research  leading  to  these 
promising  opportunities,  now  faces  the  problem  of  exploiting  them. 
The  early  experiences  of  NIH  in  this  new  activity  have  not  been  uni- 
formly successful.  New  methods  of  organization  and  procedures  may 
be  needed,  substantially  different  from  those  that  have  been  employed 
by  NIH  for  the  support  of  individual  research  projects.  The  use  of 
grants  and  of  contracts,  and  the  role  of  advisory  bodies,  are  facets 
of  the  general  question:  How  shall  programs  of  large-scale  directed 
research  or  development  be  wisely  selected  and  thereafter  prosecuted 
with  vigor  and  skill  ? 


1  The  term  "directed  research"  as  used  here  and  throughout  this  report  means  goal- 
oriented  programs  which,  because  of  their  exploratory  nature  and  the  uncertainty  of  their 
scientific  base  need  close  and  continued  association  with  biomedical  research  groups.  Ex- 
amples are  :i  cancer  chemotherapy,  the  development  of  vaccines,  etc. 

The  term  "development"  means  programs  in  areas  which,  from  the  biomedical  stand- 
point, are  ready  for  exploitation.  They  will  often  contain  a  major  element  of  engineering 
involving  hardware.  Examples  are :  the  mechanical  heart,  the  artificial  kidney,  com- 
puterized chemical  analysis,  new  medical  instrumentation,  computer-aided  hospitals,  etc. 


CHAPTER  TWO 

Principal  Findings 


The  statutory  National  Advisory  Councils  have  been  a  most 
significant  factor  in  the  healthy  growth  of  NIH  activity  in  grant  sup- 
port of  research  and  training.  It  has  been  the  initiation  of  large- 
scale  contract  programs  of  directed  research  and  development  which 
has  caused  the  uncertainty  concerning  the  responsibilities  of  the  Coun- 
cils. Although  groups  of  informed  and  dedicated  citizens  are  needed 
to  insure  wise  selection  and  judicious  review  of  these  programs  and 
to  increase  public  understanding  of  them,  care  must  be  taken  to  main- 
tain a  clear  division  between  the  duties  of  part-time  external  advisors 
and  the  duties  of  the  full-time  program  managers.  The  advisors 
should  be  deeply  involved  in  the  choice  and  planning  of  programs, 
and  in  regular  reviews  of  program  progress,  but  they  should — must, 
in  fact — expect  the  responsible  full-time  managers  to  make  the  day- 
to-day  operating  decisions.  The  advisors  should  request  and  get  in- 
formation they  need  to  form  a  correct  and  comprehensive  view  of  the 
programs,  proposed  or  in  progress,  but  should  not  require  (except 
for  occasional  "audit"  purposes) ,  expect,  or  tolerate  any  such  detailed 
current  information  as  an  individual  program  manager  must  have. 
They  should  not  be  asked  to  endorse,  pro  forma,  with  the  result  of 
diffusing  responsibility,  management  proposals  or  actions  which  they 
cannot  realistically  judge.  They  should  be  free  to  discuss,  in  execu- 
tive session,  the  merits  or  shortcomings  of  the  program  management 
structure,  and  to  report  their  judgments  of  competence  and  recommen- 
dations for  improvement  regularly  to  an  executive  level  superior 
to  this  structure.  Conversely,  the  individual  manager  should  be 
judged  by  his  executive  superior  on  the  basis  of  his  success  or  failure 
in  managing  the  program  for  which  he  is  responsible.  He  should 
expect  searching  reviews  of  the  progress  of  his  program  by  the  ex- 
ternal advisory  group,  but  he  should  not  be  hampered  by  demands 
for  superfluously  detailed  information  or  by  item-by-item  interference 
with  his  daily  tasks. 

A  healthy  pattern  of  relations  between  standing  external  ad- 
visory groups  and  the  responsible  management  structure  can  be  devel- 
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oped.  However,  it  requires  thoughtful  effort.  The  relations  and  pro- 
cedures that  have  been  in  use  in  the  grant  area  are  obviously  not  the 
model  for  this  new  and  different  situation. 

More  specifically,  the  committee  believes : 

A.  An  Advisory  Council,  though  required  by  law  to  approve 
individual  grants,  is  not  required  by  law  to  approve  individual  con- 
tracts, and  should  not  he  required  to  do  so. 

B.  The  NIH  grant  mechanism,  though  appropriate  for  the 
selection  and  support  of  individual  research  projects  (or  local  accumu- 
lations of  such  projects) ,  is  inappropriate  for  management  of  directed 
research  or  development  programs. 

C.  Programs  of  directed  research  or  development  as  distinct 
from  undirected  research  should  use  the  contract  as  the  instrument 
for  obtaining  needed  information,  materials,  and  services ;  conversely, 
individual  research  or  training  projects  (or  local  accumulations  of 
these)  should  be  supported,  as  in  the  past,  by  grants.  The  distinction 
NIH  makes  between  contracts  and  grants,  though  it  is  a  distinction 
not  uniformly  made  within  the  Government,  is  useful  for  NIH  and 
should  be  preserved. 

D.  Plans  for  a  program  of  directed  research  or  development, 
including  objectives,  justification,  expected  funding  levels,  plans  for 
management,  and  types  of  contractors  to  be  used,  should  be  submitted 
to  the  appropriate  Council  for  review  and  advice  before  the  program 
is  initiated,  terminated,  or  changed  substantially  in  scale  or  direction 
of  effort. 

E.  Each  such  program,  once  initiated,  should  be  carried  out  by 
a  program  manager  fully  responsible  for  its  execution.  He  should 
seek  external  advice  as  he  needs  it,  but  should  not  be  subject  to  manda- 
tory advice.  His  performance  should  be  under  constant  appraisal 
by  his  executive  superior,  who  in  turn,  may  elect  to  seek  advice  in  mak- 
ing this  appraisal. 

F.  The  National  Institutes  of  Health  has  been  extremely  for- 
tunate in  obtaining  and  developing  a  few  outstanding  program  man- 
agers. However,  the  supply  of  experienced,  competent  program  man- 
agers in  NIH,  and  generally  in  the  biomedical  community,  is  scanty 
relative  to  the  foreseeable  needs,  and  steps  should  quickly  be  taken  to 
make  such  occupations  more  attractive  as  to  pay,  challenge  and  re- 
sponsibility, career  opportunities,  and  professional  status.  A  pattern 
of  incentives  of  this  type  may  activate  suitable  talents  and  interests 
now  latent  within  the  community. 


G.  If  NIH  is  to  be  responsible  for  programs  of  directed  re- 
search or  development,  a  strong  management  structure,  distinct  from 
the  intramural  research  activity  and  from  the  mechanism  for  admin- 
istering grants,  should  be  established. 


CHAPTER  THREE 

The  Committee's  Approach; 
Plan  of  the  Report 


The  committee  members  met  in  the  Washington  area  five  times, 
at  2-week  intervals,  for  discussion  among  themselves  and  with  various 
invited  witnesses.  Between  these  biweekly  sessions  we  did  much  read- 
ing of  background  documents  and  visited,  singly  or  in  small  groups, 
with  other  witnesses  who  could  not  conveniently  attend  the  Washing- 
ton meetings.  The  persons  with  whom  we  have  discussed  our  assigned 
topics  include:  The  Secretary  of  Health,  Education,  and  Welfare; 
the  Assistant  Secretary  for  Health  and  Scientific  Affairs ;  the  Assist- 
ant Secretary  for  Administration ;  and  the  Comptroller ;  the  Surgeon 
General ;  the  Director  of  the  National  Institutes  of  Health  and  mem- 
bers of  his  immediate  staff ;  the  Director  of  the  National  Cancer  Insti- 
tute and  several  of  his  associates ;  officials  of  the  Bureau  of  the  Budget 
and  of  the  Office  of  Science  and  Technology ;  persons  concerned  with 
program  and  contract  management  in  the  Navy  and  the  Air  Force; 
every  member  of  the  National  Advisory  Cancer  Council,  except  one 
who,  for  mutual  convenience,  gave  us  his  views  instead  by  letter ;  and 
various  other  persons  having  backgrounds  of  experience  with  NIH 
activities.  All  these  discussions  were  frank,  and  any  information  we 
asked  for  was  promptly  forthcoming.  Our  study  was  as  thorough  as 
we  knew  how  to  make  it  in  the  time  available. 

The  principal  findings  of  the  committee  are  summarized  in  the 
foregoing  section  II  of  this  report.  The  succeeding  section  IV  out- 
lines, for  background  purposes,  the  recent  history  of  NIH  and  the 
emergence  of  certain  patterns  of  practice  and  certain  problems  relative 
to  the  support  and  prosecution  of  biomedical  research  and  develop- 
ment. In  section  V  we  single  out  the  problem  of  managing  large 
programs  of  directed  research  or  development,  first  examining  the 
experience  of  other  Federal  agencies  with  such  management,  and 
thereafter  commenting  on  the  present  capability  of  NIH  to  handle  it. 


The  history  of  the  cancer  chemotherapy  program,  sketched  in  section 
VI,  is  used  to  illustrate  the  several  difficulties  such  large,  coordinated 
programs  may  be  expected  to  present.  The  final  section  VII  brings 
together  our  conclusions,  recommendations,  and  suggestions. 


CHAPTER  FOUR 

Background 

A.  The  Growth  of  NIH  Since  World  War  II 

In  1945  the  total  budget  of  NIH  was  less  than  $3  million,  of 
which  only  6  percent  went  to  support  extramural  research  by  university 
scientists.  Today  NIH  is  a  complex  involving  several  Institutes  and 
major  programs  with  a  total  annual  expenditure  of  over  $1  billion,  the 
great  majority  of  which  is  spent  extramurally  in  universities,  other 
biomedical  institutions,  and  industry.  Extramurally,  NIH  now  sup- 
plies 40  percent  of  the  national  expenditures  for  biomedical  research 
and  more  than  one-third  of  the  total  Federal  funding  of  research  in 
institutions  of  higher  education.  Intramurally,  NIH  administers 
the  world's  most  extensive  laboratories  and  clinics  engaged  in  health 
research. 

In  1944  the  Public  Health  Service  Act  extended  to  all  of  the 
National  Institutes  of  Health  the  basic  authority  for  awarding  re- 
search grants  to  non-Federal  establishments  that  had  been  given  to 
the  National  Cancer  Institute  in  1937.  The  transfer  to  NIH  of  resid- 
ual health-related  university  contracts  from  the  Office  of  Scientific 
Research  and  Development  in  1946  was  the  basis  for  the  present  NIH 
extramural  research  support  program.  By  1950,  the  NIH  budget  was 
$52  million,  of  which  $36  million  was  for  extramural  research,  train- 
ing, and  construction.  By  1955,  the  budget  was  $82  million  and  extra- 
mural funds  were  double  the  intramural  budget. 

Between  1955  and  1960,  NIH  programs  expanded  over  fivefold, 
reaching  a  level  of  $430  million.  New  fields  of  scientific  endeavor 
were  cultivated,  and  support  of  international  research  became  a  com- 
ponent of  NIH  programs.  Fiscal  1965  appropriations  were  2y2  times 
as  large  as  in  1960,  and  the  total  amount  exceeded  $1  billion.  (See 
app.  A.) 
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B.  Existing  Mechanisms  for  Federal  Support  of  Research 

Among  Federal  agencies  which  have  supported  biomedical  re- 
search, the  original  legislative  authorization  (i.e.,  to  use  contracts  or 
grants-in-aid)  has  largely  determined  the  name  applied  to  agreements 
to  support  extramural  research.  The  "contract"  or  "grant"  has  been 
adapted  to  existing  needs,  so  that  the  nature  of  a  particular  agree- 
ment cannot  be  reliably  inferred  merely  from  its  title. 

For  example,  the  Office  of  Naval  Research  has  for  years  used 
contracts  to  support  research,  and  many  ONR  "contracts"  are  hardly 
distinguishable  from  grants-in-aid.  The  Air  Force  Office  of  Scien- 
tific Research  uses  contracts  or  grants-in-aid  almost  interchangeably, 
sometimes  depending  upon  the  wishes  of  the  recipient  of  support.  In 
summary,  various  Government  agencies,  depending  upon  their  orig- 
inal legislative  authorization,  have  used  both  instruments  versatilely 
to  accomplish  their  purposes,  and  no  crisp  distinction  between  the 
grant  and  the  contract  is  universally  observed. 

C.  The  Grant  and  NIH 

The  research  grant  or  the  project  grant  has  long  been,  and 
still  is,  the  major  instrument  for  the  support  by  NIH  of  extramural 
research,  and  the  community  of  academic  and  nonprofit  research  insti- 
tutions has  been  the  main  resource  of  NIH  for  extramural  scientific 
effort.  Use  of  the  grant  at  NIH  stems  initially  from  the  legislative 
acts  establishing  the  various  Institutes.  These  acts  specify  the  grant 
as  the  mechanism  to  be  utilized  to  foster  research,  and  provide  no 
contracting  authority. 

As  defined  at  NIH,  grants  tend  to — 

(a)  support  extramural  projects  in  undirected  research; 

(b)  support  an  idea  of  an  individual  investigator  or  a  group  of 
individuals ; 

(c)  involve,  for  the  most  part,  relatively  small  sums  of  money ; 

(d)  support  research  in  a  university  or  other  nonprofit  institu- 
tion; 

(e)  endure  for  several  years; 

(f)  be  subject  to  minimal  monitoring  or  negotiation;  and 

(g)  be  awarded  on  scientific  merit  alone. 

The  legislative  act  creating  each  of  the  Institutes  establishes  an 
Advisory  Council  to  exercise  broad  advisory  functions  in  the  develop- 
ment and  conduct  of  the  Institute's  programs.    These  Councils,  by 
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statute,  can  exercise  veto  power  over  grant  applications.  Specifically, 
the  Surgeon  General  may  fund  no  grant  unless  it  is  certified  to  him 
as  having  been  recommended  by  the  appropriate  Advisory  Council. 
Although  funding  of  all  Council-recommended  grants  is  not  required, 
in  actual  practice  the  Surgeon  General  rarely  rejects  a  recommended 
grant  except  for  lack  of  available  funds. 

With  the  enormous  expansion  of  the  grant  activity  during  the 
past  decade,  the  Advisory  Councils  have  found  it  necessary,  as  a  prac- 
tical matter,  to  rely  almost  entirely  upon  Study  Sections,  panels  of 
distinguished  scientists  organized  on  the  basis  of  scientific  disciplines 
and  medical  specialties,  to  evaluate  the  scientific  merits  of  grant  appli- 
cations. So  large  a  volume  of  applications  is  now  processed  that 
Advisory  Councils  are  almost  entirely  dependent  upon  summaries  and 
"priority  ratings"  forwarded  by  the  Study  Sections. 

This  inevitable  dependence  on  "peer  groups"  for  preliminary 
screening  and  ordering  of  grant  applications  has  not  resulted  in  a 
mere  "rubber  stamp"  function  for  a  Council.  Rather,  policy  delibera- 
tions undertaken  by  a  Council  are  often  based  upon  questions  concern- 
ing individual  grants  which  are  singled  out  by  notations  of  the  Study 
Sections,  or  by  NIH  staff  or  members  of  the  Council  at  the  time  of 
meeting.  Each  Advisory  Council  member  receives  summaries  of  all 
of  the  applications  for  grants,  and  thus  has  a  convenient  reference 
file  of  current  information  to  assist  him  in  keeping  up  with  the  broad 
trends  in  research  pertinent  to  his  Institute's  field  of  interest. 

The  effectiveness  of  these  project  grants  in  support  of  bio- 
medical research  is  widely  recognized,  as  is  exemplified  by  the  follow- 
ing comment  of  one  of  the  panels  of  the  Wooldridge  Committee. 

"The  procedures  followed  in  reviewing  what  are  known  as  tra- 
ditional research  grants  were  instituted  first  and  constitute  the  most 
thoroughly  established,  the  most  rigorously  followed,  the  easiest  to 
understand,  probably  the  most  widely  admired  of  the  activities  in- 
cluded in  the  extramural  programs  of  the  National  Institutes  of 
Healthy  2 


D.  Directed  Research  Contracts  at  NIH 

As  stressed  throughout  this  report,  the  most  significant  change 
in  the  nature  of  NIH  support  of  biomedical  research  has  been  the 
emergence  in  recent  years  of  programs  of  directed  research  or  develop- 
ment— a  significant  departure  from  the  tradition  of  highly  individ- 
ualized research  funded  via  the  grant  mechanism. 

After  unsatisfactory  efforts  to  handle  these  new  programs  by 
means  of  "negotiated  grants"  NIH  requested  and  received  congres- 


2  Biomedical  Science  and  Its  Administration — A  Study  of  the  National  Institutes  of 
Health — The  White  House,  Washington,  D.C.,  February  1965,  p.  192. 

11 

218-768  O  -  66  -  3 


sional  authority  to  use  a  distinct  and  different  instrument — a  contract 
for  directed  research  or  development.    Such  contracts  tend  to : 

(a)  supply  well  defined  information  or  material  required  for 
some  relatively  large  program  of  research  or  development ; 

(b)  be  initiated  by  the  agency  that  furnishes  the  funds; 

(c)  involve  larger  sums  of  money  than  grants; 

(d)  require  relatively  complex  processes  of  contractor  selec- 
tion and  pre-award  negotiation ; 

(e)  require  continuous  management  attention. 

In  addition,  the  merit  of  a  proposed  contract  cannot  be  judged 
exclusively  by  the  standards  used  to  evaluate  project  grants.  Nor 
can  the  importance  of  an  individual  contract  or  its  necessity  be  judged 
in  isolation,  because  a  particular  contract  is  part  of  a  planned  program. 

E.  Problems  of  Definition 

From  our  conversations  with  members  of  the  biomedical  com- 
munity, it  appears  that  there  is  still  misunderstanding  over  the  con- 
tract functions  of  NIH,  particularly  those  of  the  National  Cancer 
Institute.  This  misunderstanding  may  arise  from  the  initimate  in- 
volvement of  so  many  extramural  scientists  in  the  traditional  grant 
mechanism  confronted  with  the  need  for  a  mechanism  for  supporting 
directed  research  or  development,  it  is  not  suprising  that  the  "grant 
oriented"  extramural  scientists  tend  at  first  to  assume  that  the  grant 
mechanism  as  they  have  known  it,  or  as  close  a  facsimile  as  is  possible, 
should  be  adapted  to  this  new  endeavor.  Two  other  factors  contribut- 
ing to  the  difficulty  experienced  by  biomedical  scientists  in  compre- 
hending the  need  for  and  the  nature  of  contracts  are:  (1)  The  rarity 
in  the  past  of  large-scale  research  and  development  programs  in 
health;  and  (2)  the  fact  that  other  Government  agencies  fund  bio- 
medical research  by  so-called  contracts  which  are  similar  to  project 
grants. 


12 


CHAPTER  FIVE 

Management  of  Programs 
of  Directed  Research 
or  Development 


Since  World  War  II,  several  Federal  agencies  have  developed 
expertise,  much  of  it  learned  the  hard  way,  in  the  choice  and  manage- 
ment of  programs  of  directed  research  or  development.  Their  experi- 
ence has  shown  that  success  in  selecting  and  managing  such  programs 
calls  for  attention  to  several  elements : 

(1)  The  definition  of  the  program  and  the  initial  decision  at 
the  policy  level  to  undertake  it ; 

(2)  The  assignment  of  responsibility  for  the  overall  program; 

(3)  The    selection    of    contractors    and    the    negotiation    of 
contracts ; 

(4)  Continuous  management ;  and 

(5)  Program  review  and  evaluation. 

For  each  of  these  elements,  a  combination  of  competent  inhouse 
management  and  appropriate  use  of  advice  from  outside  sources  has 
proved  to  be  required.  In  this  section,  we  first  review  how  each  of 
these  five  elements  is  normally  handled  by  other  Federal  agencies,  and 
then  turn  to  an  estimate  of  present  NIH  practices  and  capabilities 
with  respect  to  each  of  them. 

A.  Normal  Management  Practice  in  Federal  Agencies 

1.  The  definition  of  a  program  and  the  decision  to  undertake 
a  program  (or  to  continue  it,  or  change  it  substantially,  or  stop  it) 
are  normally  based  on  a  number  of  factors,  including:  (1)  The 
current  state  of  knowledge;  (2)  results  of  feasibility  studies  or  tests; 
(3)  judgments  of  social  benefits  to  be  obtained  in  comparison  with 
alternative  courses  of  action.     Before  the  decisions  are  made,  external 
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advisors  are  normally  consulted.  Various  outside  sources,  ranging 
from  formal  advisory  bodies  to  ad  hoc  groups  and  individuals,  are 
customarily  utilized.  "Within  DOD,  AEC,  and  NASA,  agencies  now 
having  the  major  programs  of  directed  research  or  development,  the 
final  decision  is  made  by  a  responsible  Government  executive  at  the 
policy  level. 

2.  The  assignment  of  responsibility  for  carrying  out  the  pro- 
gram is  normally  made  by  placing  it  upon  a  full-time  Government 
employee — a  "program  manager,"  we  may  call  him,  though  the  termi- 
nology varies  among  the  various  agencies.  It  is  difficult  to  make 
categorical  statements  about  the  qualifications  of  this  individual. 
Scientific  competence  in  the  immediately  relevant  field  is  normally 
considered  desirable,  and  sometimes  essential,  but  managerial  talent 
and  temperament  are  the  basic  attributes  normally  sought.  This 
responsible  officer  is  given  the  necessary  authority  and  resources  to 
achieve  his  program  objectives,  including  staff  with  both  technical 
and  managerial  competence. 

3.  In  the  selection  of  contractors  and  negotiation  of  contracts, 
the  program  manager  normally  has  full  responsibiity  and  authority. 
He  is  generally  expected  to  solicit  advice  from  any  source,  internal 
or  external,  which  may  aid  him  in  making  decisions,  but  he  seeks  this 
advice  at  his  own  discretion  at  times  useful  to  him.  He  is  extremely 
careful,  of  course,  to  avoid  any  conflict  of  interest  in  connection  with 
the  advice  he  solicits  from  external  sources.  An  external  advisory 
body  reporting  to  a  higher  executive  at  the  policy  level  normally  has 
no  direct  role  to  play  in  these  detailed  matters  of  contractor  selection 
and  contractor  negotiation. 

4.  Continuous  management  attention  is  normally  required  after 
contracts  have  been  let.  The  program  manager,  aided  by  his  staff, 
must  display  much  responsiveness  and  resourcefulness  to  avoid  or 
to  cope  with  all  sorts  of  crises,  ranging  from  unexpected  technological 
advances  to  strikes  and  inflationary  problems.  He  must  make,  in 
the  normal  case,  daily  decisions  that  will  adjust  the  program  and  its 
individual  contracts  to  the  changing  pattern  of  circumstances  and 
progress.  Continuous  feedback  from  each  contract  into  the  total 
program  and  from  the  total  program  to  each  contract  must  normally 
be  set  in  motion  and  maintained.  Inherent  in  this  continuous  man- 
agement is  a  continuous  day-to-day  evaluation  by  the  program  man- 
ager and  his  staff.  The  experience  has  shown  that  a  formal  advisory 
committee  reporting  to  an  executive  at  the  policy  level  has  no  appro- 
priate direct  role  to  play  in  this  function  of  continuous,  detailed 
management. 

5.  From  time  to  time  a  critical  review  and  evaluation  in  depth 
of  a  program  and  its  component  contracts  normally  needs  to  be  done 
to  supplement  and  to  extend  the  continuous  evaluation  made  on  a 
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day-to-day  basis  by  the  program  manager  and  his  staff.  It  has  been 
found  that  an  external  advisory  group  reporting  to  an  executive  at 
the  policy  level,  superior  to  the  program  manager,  is  often  an  invalu- 
able help  in  such  evaluations.  Such  a  group  can  view  the  particular 
program  in  perspective,  can  assess  its  fit  with  related  programs,  and 
out  of  its  wide  collective  experience  can  sometimes  contribute  sugges- 
tions that  are  useful  to  the  program  manager  in  dealing  with  specific 
problems.  Normally  the  policy-level  executive,  in  appraising  the 
competence  of  an  individual  program  manager,  will  be  influenced  in 
part  by  the  opinion  of  his  external  advisors  as  to  the  health  and 
progress  of  the  program  for  which  the  manager  is  responsible. 

B.  An  Assessment  of  Managerial  Practice  at  NIH 

When  one  examines,  in  light  of  the  experience  summarized 
in  A  above,  the  present  practices  and  procedures  at  NIH  for  selecting 
and  managing  programs  of  directed  research  or  development,  prob- 
lems become  apparent. 

1.  In  the  definition  of  programs  and  the  decision  to  undertake 
them,  the  committee  notes  first,  with  emphasis,  that  the  Advisory 
Council  is  the  statutory  source  of  external  advice  for  each  Institute 
on  such  broad  matters ;  there  is  evidence  that  input  from  this  statutory 
source  has  not  always  been  effectively  obtained. 

Moreover,  there  does  not  appear  to  be  any  adequate  mecha- 
nism for  placing  all  programs  of  directed  research  or  development  in 
perspective  within  a  carefully  planned  overall  approach  to  national 
health  needs.  The  Wooldridge  Committee  recommendation  for  the 
establishment  of  a  new  advisory  group,  a  central  "Policy  and  Planning 
Council,"  was  in  part  intended  to  correct  this  deficiency.3 

2.  With  respect  to  the  assignment  of  responsibility  for  directed 
research  programs,  there  is  apparent  confusion  as  to  the  responsibility 
of  Advisory  Councils  for  such  programs.  The  concept  that  a  Council 
should  be  responsible  for  every  contract,  with  authority  to  approve  or 
deny  its  issuance,  is  evidence  of  such  confusion.  It  may  have  arisen, 
in  part,  from  the  scarcity  of  persons  at  NIH  for  carrying  out  the  tasks 
of  program  management,  or  it  may  be  due  to  some  lack  of  apprecia- 
tion of  the  principle  which  other  Federal  agencies  normally  observe, 
and  which  this  committee  views  as  basic — namely,  that  the  responsi- 
bility and  authority  for  day-to-day  management  must  reside  fully  with 
a  full-time  Government  executive.  An  Advisory  Council  can  and 
should  contribute  substantially  to  policy  deliberations  over  initiation 
of  a  new  program  or  major  modification  of  an  existing  program,  but 
it  cannot  do  the  day-to-day  line  management,  and  can  only  obstruct  a 


3  Biomedical  Science  and  Its  Administration — A  Study  of  the  National  Institutes  of 
Health,  The  White  House,  Washington,  D.C.,  February  1965 ;  p.  13. 
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program  by  attempting  to  manage  it.  This  clear  division  of  functions 
between  Councils  and  program  managers  is  presently  lacking,  it 
appears,  at  NIH. 

3.  Selection  of  contractors  and  negotiation  of  contracts  is  a  dif- 
ficult and  involved  activity  which  employs,  in  other  Federal  agencies, 
large  and  experienced  staffs.  At  NIH  it  appears  that  such  talent  is 
not  yet  in  adequate  supply.  Although  the  need  for  continued  strength- 
ening of  this  apparatus,  so  that  the  legal  and  financial  aspects  of  con- 
tract management  can  be  properly  handled,  is  fully  appreciated  by 
the  Director  and  other  officers  of  NIH,  intensive  effort  is  still  required 
to  bring  the  capability  up  to  foreseeable  needs. 

4.  As  to  continuous  management,  NIH  presently  lacks  the  peo- 
ple, in  number  and  in  kind,  who  are  needed  to  staff  an  adequate  struc- 
ture for  program  management.  This  lack  at  NIH  reflects  a  national 
scarcity.  The  biomedical  field,  unlike  other  fields  such  as  engineering, 
has  no  tradition  of  large-scale  directed  research  programs,  which 
would  have  developed  a  national  supply  of  talent  and  experience  in 
program  management.  The  pharmaceutical  industry  and  a  few  re- 
search institutions  do  have  such  managers,  but  this  reservoir  is  small 
and  is  largely  inaccessible — for  reasons  to  be  discussed  later  herein — 
to  NIH. 

It  is  not  the  case,  as  one  might  at  first  glance  suppose,  that  the 
voluminous  NIH  activity  in  awarding  and  administering  project 
grants  has  developed  a  large  staff  with  talents,  interests,  and  experi- 
ence suitable  for  the  management  of  directed  research  or  development 
programs.  In  large  areas  of  this  grant  activity,  the  decision-making 
role  of  NIH  is  largely  nominal.  NIH,  in  the  main,  administers  a 
machinery  in  which  the  effective  decisions  are  made  by  advisors,  the 
members  of  study  sections  and  Councils.  The  NIH  staff,  therefore, 
gets  little  experience  in  the  technical  direction  of  large-scale  programs 
of  directed  research  or  development.  Many  of  the  staff  members  who 
have  the  technical  competence  for  program  management  are  motivated, 
by  the  attitudes  of  their  professional  community,  to  apply  this  compe- 
tence in  individual  research  rather  than  to  "waste"  it  in  management 
affairs.  The  NIH  grant  activity  simply  has  not  required,  and  there- 
fore has  not  developed,  an  ample  reservoir  of  men  fitted  by  experience, 
temperament,  and  career  incentives  to  manage  large  programs  of  di- 
rected research  or  development. 

The  tremendous  problem  NIH  faces  in  trying  to  develop  a 
managerial  structure  is  epitomized  in  the  following  excerpt  from  a 
report  prepared  by  the  National  Cancer  Institute  in  March  1964  for 
the  Wooldridge  Committee : 

"The  difficulties  •surrounding  management  of  the  ongoing  pro- 
gram, including  operational  decisions  and  evaluation  of  performance, 
present  even  greater  problems  for  an  outside  advisory  group,  and  it 
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has  been  apparent  for  a  number  of  years  that  these  functions  must  be 
performed  by  a  full-time  staff.  One  of  the  primary  management 
problems,  then,  is  the  question  of  staff.  When  tlie  NCI  established  its 
first  major  collaborative  program  in  CO  NSC  {Cancer  Chemotherapy 
National  Service  Center) ,  it  was  decided  to  recruit  a  special  staff  to 
devote  full  time  to  the  management  of  the  program.  Immediate 
efforts  were  made  to  recruit  scientists  from  the  pharmaceutical  indus- 
try and  from  private  institutions  already  engaged  in  cancer  drug  de- 
velopment, such  as  the  Sloan-Kettering  Institute  and  the  Southern 
Research  Institute,  since  these  were  the  places  with  men  experienced  in 
the  problem.  These  efforts  were  unsuccessful  because,  in  every  in- 
stance, the  scientists  involved  icould  have  had  to  take  a  major  reduc- 
tion in  salary  and  other  income  and  fringe  benefits.  It  therefore 
became  necessary  to  staff  CCNSC  from  within  the  Government,  and,  to 
a  large  extent,  with  scientists  not  experienced  in  cancer  drug  develop- 
ment. Although  some  of  the  staff  members  thus  recruited  gradually 
acquired  technical  competence  and  became  capable  of  making  daily 
program  decisions,  this  was  the  exception  rather  than  the  rule.  The 
more  normal  pattern  loas  for  the  staff  to  depend  upon  advisory  com- 
mittees for  decision  making,  so  that  a  disturbing  degree  of  indecisive 
drift  developed." 4 

5.  The  review  and  evaluation  of  each  program,  and  of  groups 
of  related  programs,  appears  to  be  imperfectly  accomplished  at  NIH. 
Here  is  a  place  where  efficient  and  candid  communication  between  in- 
ternal managers  and  external  advisory  bodies  is  vitally  necessary. 
The  advisors  should  be  enabled  by  the  responsible  managers  to  get  a 
true,  comprehensive  picture  of  the  program  they  are  helping  to  eval- 
uate, uncluttered  by  superfluous  details  and  yet  subject  occasionally  to 
detailed  scrutiny  for  "audit"  purposes.  Conversely,  they  should 
recognize  that  criticisms  and  suggestions  relative  to  minor  details  are 
not  effective  substitutes  for  judgments  relative  to  the  broader  aspects 
of  the  total  programs.  In  the  major  program  evaluations  which  each 
Institute  must  make  from  time  to  time,  the  Advisory  Council  is  clearly 
designated  by  statute  to  participate.  It  appears  that  the  Institutes 
have  not  been  uniformly  successful  in  utilizing  their  respective  Councils 
in  these  evaluations.  It  is  not  surprising  to  us  that  a  Council,  finding 
itself  unable  to  get  a  comprehensive  picture  of  a  major  program  from 
the  information  presented  to  it,  would  seek  (though  mistakenly,  in 
our  opinion)  to  relieve  its  uneasiness  by  involving  itself,  instead,  in 
the  details  of  management.  The  immediate  situation  between 
the  National  Cancer  Institute  and  its  Advisory  Council  regarding  the 
cancer  chemotherapy  program  (sec.  VI  just  hereafter)  may  well  be 
an  example  of  such  reaction  to  faulty  communication. 

4  Background  Information  on  the  Collaborative  Programs  of  the  National  Institutes 
of  Health  for  the  Wooldridge  Committee,  March  1964,  pp.  4-5. 
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CHAPTER  SIX 

The  Cancer  Chemotherapy  Program 


The  cancer  chemotherapy  program,  initiated  in  1955  when  the 
Cancer  Chemotherapy  National  Service  Center  was  established  as  an 
arm  of  the  National  Cancer  Institute,  was  the  first  major  NIH  program 
of  directed  research  and  development  and  is  currently  the  largest. 
As  its  name  suggests,  the  program  is  essentially  a  coordinated  search 
for  chemical  agents  useful  in  the  treatment  of  human  neoplasms.  Ex- 
tramurally,  it  comprises  many  contracts  for  the  production,  screening, 
and  testing  of  various  chemicals  having  suggestions  of  therapeutic 
promise. 

The  history  of  the  cancer  chemotherapy  program  is  instructive. 
It  reveals  many  difficulties  traceable  to  confusion  as  to  the  appropriate 
role  of  external  advisors,  and  illustrates  vividly  the  fact  that  the 
traditional  grant  administration  apparatus  of  NIH  cannot  be  adapted 
to  programs  of  this  type.  Indeed,  the  misunderstandings  incident  to 
this  program  appear  to  have  stimulated,  rather  directly,  the  present 
investigation. 

Early  in  the  program,  upon  invitation  by  the  National  Cancer 
Institute,  a  Cancer  Chemotherapy  National  Committee  was  established 
with  representation  from  the  Food  and  Drug  Administration,  the  Vet- 
erans Administration,  the  Atomic  Energy  Commission,  the  American 
Cancer  Society,  the  Damon  Runyon  Memorial  Fund,  and  the  pharma- 
ceutical industry.  In  addition  to  the  representatives  of  these  orga- 
nizations, the  committee  consisted  of  a  chairman,  one  member  selected 
by  the  National  Cancer  Institute  from  the  National  Advisory  Cancer 
Council,  and  one  member-at-large  selected  by  the  National  Cancer 
Institute  to  represent  the  university  sciences.  To  provide  advice  on 
industrial  aspects,  an  industrial  subcommittee  was  appointed  by  the 
chairman.  These  committees  were  asked  to  provide  overall  program 
advice. 

It  soon  became  evident  that  the  workload  was  too  great  for  the 
national  committee  unaided.  Therefore  the  National  Cancer  Insti- 
tute appointed  a  series  of  technical  panels  composed  of  extramural 
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scientists  to  advise  in  specific  program  areas  (similar  to  the  panels 
which  had  advised  the  Office  of  Scientific  Research  and  Development 
on  a  wartime  malaria  program).  At  first,  four  such  panels  were 
created  (Chemistry,  Screening,  Pharmacology,  Clinical  Studies)  and 
shortly  thereafter  a  fifth  (Endocrinology).  Soon  these  five  panels 
found  it  extremely  difficult  to  keep  up  with  the  workload,  as  the  an- 
nual budget  of  the  program  rapidly  grew  from  $1  million  to  $25 
million,  and  a  series  of  committees  and  subcommittees  were  appointed. 
Within  a  period  of  3  years  the  number  of  outside  advisors  increased  to 
more  than  300.  With  this  proliferation  of  panels,  committees,  and 
subcommittees,  the  time  required  for  them  to  communicate  with  one 
another  through  minutes  and  reports  brought  the  process  of  decision- 
making nearly  to  a  halt. 

In  an  effort  to  streamline  the  operation,  the  National  Cancer 
Institute  decided  to  abolish  the  committees  and  subcommittees  and 
to  consolidate  two  of  the  five  panels.  There  was  then  instituted  a 
system  of  dual  review  by  the  four  panels  and  a  Contract  Review  Board. 
(Note  the  similarity  of  this  dual-review  system  to  the  Study  Section- 
Advisory  Council  review  system  used  in  the  project-grant  area.)  The 
Contract  Review  Board  included  three  members  from  the  National 
Advisory  Cancer  Council,  the  chairman  of  each  of  the  four  panels, 
and  several  members-at-large  who  had  formerly  been  members  of  the 
National  Advisory  Cancer  Council.  Under  this  system,  each  panel 
was  permitted  to  utilize  whatever  additional  external  advice  it  re- 
quired, but  no  standing  committees    of  consultants  were  maintained. 

In  1962  the  National  Cancer  Institute  announced  that  it  was 
"necessary  to  abolish"  the  Contract  Review  Board  and  its  accompany- 
ing panel  structure  because  of  "the  President's  directive  on  conflict  of 
interest." 5 

For  the  next  2  years  communication  about  the  program  be- 
tween extramural  and  intramural  scientists  was  left  in  virtual 
suspense.  Throughout  the  biomedical  world,  this  led  to  doubts, 
uncertainties,  and  vague  feelings  of  dissatisfaction  with  the  quality  of 
the  program.  This  was  noted  by  the  Wooldridge  Committee,  which 
made  a  recommendation  for  an  impartial  evaluation  of  the  entire  pro- 
gram.6 Such  a  study  is  now  underway  by  an  external  committee 
appointed  by  the  Director  of  NIH. 

With  the  abolition  of  the  Contract  Review  Board,  the  National 
Cancer  Institute  limited  its  external  advice  on  the  Cancer  Chemother- 
apy National  Service  Center  to : 


6  The  Background  Information  on  the  Collaborative  Programs  of  the  National  In- 
stitutes of  Health  for  the  Wooldridge  Committee — March  1964 — p.  4. 

6  Biomedical  Science  and  Its  Administration — A  Study  of  the  National  Institutes  of 
Health — The  White  House — February  1965 — pp.  39-41,  48. 
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a.  "an  informal  steering  committee  of  carefully  selected  out- 
side advisors  who  met  at  frequent  intervals;"  7 

and  relied  heavily  on  intramural  sources : 

b.  "The  steering  committee  drawn  from  the  full-time  intra- 
mural staff."  8 

However,  in  the  important  area  of  clinical  trials  the  Clinical 
Studies  Panel  of  outside  advisors  was  maintained.  Although  the  ac- 
tion in  1962  tended  to  relieve  the  stagnation  created  by  the  former  ex- 
tramural advisory  structure,  serious  problems  of  program  manage- 
ment remained.  In  1964  the  National  Cancer  Institute  described  its 
difficulties : 

"Because  of  the  unhappy  experience  in  recruiting  and  main- 
taining competent  staff  in  CCNSC  {Cancer  Chemotherapy  National 
Service  Center) ,  the  NCI  decided  in  future  collaborative  programs  to 
utilize  staff  scientists  working  in  NCI  laboratory  or  clinical  facilities 
for  program  management  and  to  afford  them  ample  opportunity  to 
participate  in  research.  The  NCI  now  believes  that  no  collaborative 
research  program  should  be  undertaken  unless  there  are  scientists  on 
the  staff  competent  to  manage  the  program.  Because  of  tlie  unfavor- 
able salary  differential  at  the  more  senior  level,  it  is  virtually  impos- 
sible to  recruit  from  the  outside,  so  that  one  is  essentially  limited  to 
personnel  already  employed. 

"Most  scientists  already  employed  in  the  intramural  research 
program  are  reluctant  to  take  time  away  from  their  own  research  in 
order  to  participate  in  management  of  contract  programs,  since  there 
are  no  financial  incentives,  there  are  many  difficult  problems  in  broad, 
complex  research  management,  there  is  little  appreciation  for  these 
efforts  by  their  peers  in  scientific  specialty,  and  there  may  be  a  net  loss 
to  the  scientists  in  terms  of  their  own  scientific  output.  The  over- 
coming of  these  difficulties  constitutes  probably  the  most  serious  man- 
agement problem  in  the  area  of  collaborative  research,  since  competent 
scientific  personnel  are  essential  in  day-to-day  management.'''1 9 

Beginning  in  1963,  we  were  told,  the  Advisory  Cancer  Council 
became  concerned  over  its  inability  to  obtain  information  concerning 
the  progress  of  the  cancer  chemotherapy  program.  In  the  same  year, 
the  first  of  several  congressional  criticisms  of  the  program  appeared. 

Recognizing  the  necessity  for  more  active  involvement  of  each 
Advisory  Council  in  all  aspects  of  its  Institutes'  activity,  NIH  decided 
late  in  1964,  to  hold  a  special  meeting  of  each  Council  each  year  for 


7  The  Background   Information  on   the  Collaborative  Programs  of  the  National  In- 
stitutes of  Health  for  the  Wooldridge  Committee — March  1964 — p.  5. 

8  IUd. 
8  IUd. 
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the  sole  purpose  of  reviewing  the  state  of  this  total  activity.  NTH 
indicated  that  the  presentation  to  the  Council  at  these  meetings  would 
encompass : 

a.  "A  review  of  significant  program  trends  as  reflected  by  the 
course  of  events  in  the  prior  year's  operation ; 

b.  "An  outline  of  the  current  year's  plan  of  operation  in  terms 
of  the  distribution  of  effort  and  the  nature  of  operations ; 

c.  "An  assessment  of  future  needs  and  opportunities  in  rela- 
tion to  the  current  state  of  present  developments  and  how  these  relate 
to  the  budget  determinations  for  the  current  year ; 

d.  "Identification  of  the  crucial  program,  policy  and  other  con- 
siderations bearing  upon  program  development  which  the  Institute 
Director  feels  it  essential  to  have  Advisory  Council  advice  and  guid- 
ance in  the  process  of  determining  further  program  development; 

e.  "Description  of  the  processes  for  assuring  high  qualitative 
merit  in  the  design  and  execution  of  programs." 10 

NIH  indicated  that  the  "single  purpose"  of  these  annual  pres- 
entations would  be  to 

"...  engage  the  Council  with  the  major  overall  issues  confront- 
ing the  conduct  of  the  entire  program  of  the  Institute  and  its  further 
development  and  to  obtain  the  sense  of  the  scientific  and  policy  views  of 
the  Council  <on  such  matters  as  an  essential  part  of  resol/ving  upon  the 
further  course  of  executive  action.'''' 1X 

It  appeared,  in  late  summer  of  1965,  that  agreement  was  about 
to  be  reached  between  the  Council  and  the  National  Cancer  Institute 
on  the  appropriate  role  of  the  Council  in  relation  to  NCI  contractual 
programs.  At  a  special  meeting  of  the  National  Advisory  Cancer 
Council  on  August  13  and  14,  1965,  this  matter  was  discussed.  The 
minutes  of  that  meeting  give  the  impression  that  the  Council  and  the 
Institute  agreed  "the  Council  should  not  participate  in  the  difficult 
steps  involved  in  the  procurement  and  deliverance  of  contracts"  since 
"to  do  so  would  be  at  variance  with  the  trend  in  Council  activities 
which  is  directed  less  and  less  towards  the  minute  details  and  more 
and  more  towards  the  scope,  character,  and  direction  of  programs  and 
the  broad  strategy  related  thereto."  After  a  discussion  of  the  type  of 
information  material  that  should  be  supplied  to  the  Council,  Dr.  Sid- 
ney Farber,  a  Council  member,  offered  the  following  resolution: 

"That  the  Council  be  provided  with  the  following  items  at 
appropriate  times : 


10  Program  Development  and  the  Use  of  NIH  Advisory  Councils — Office  of  Program 
Planning — Nov.  3,  1964 — pp.  5-6. 
nibid — p.  6. 
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"Areas  in  which  there  is  an  intention  to  invite  proposals,  and 
the  nature  of  them. 

"Second,  a  summary  of  contracts  awarded  and  in  effect. 

"And   third,   an    annual    evaluation   of   progress   under  the 
contracts." 
Dr.  Farber's  resolution  was  unanimously  adopted  by  the  Council. 

At  first  the  Farber  resolution  was  thought  to  signify  the  estab- 
lishment of  an  agreeable  modus  operandi  between  the  Institute  and 
the  Council  but  subsequently  questions  were  again  raised  by  some 
members  of  the  Council  and  by  some  Members  of  Congress. 

Still  striving  to  find  a  modus  operandi  which  would  be  ac- 
ceptable to  all,  the  National  Cancer  Institute  put  into  operation  in 
late  1965  a  new  set  of  procedures  designed  to  insure  an  appropriate 
amount  of  outside  advice  of  an  ad  hoc  nature,  at  the  same  time  keep- 
ing the  National  Advisory  Cancer  Council  fully  informed  on  pro- 
gram directions.  The  NCI  Director's  memorandum  to  the  NCI  staff 
of  November  29,  1965,  outlining  these  new  procedures  is  attached. 
(See  app.  B.)  This  memorandum  was  prompted  by  the  fact  that 
some  members  of  the  Advisory  Council,  at  a  meeting  earlier  that  same 
month,  had  expressed  dissatisfaction  with  the  type  of  information 
presented  by  the  NCI  staff  with  respect  to  the  contract  program. 
Whether  these  new  procedures  will  enable  the  staff  to  present  the 
activities  of  the  program  in  a  fashion  more  acceptable  to  the  Council 
remains  to  be  seen.  However,  they  appear  to  us  to  be  somewhat  over- 
elaborate.  They  reflect,  undoubtedly,  a  concern  on  the  part  of  the 
NCI  staff  to  be  responsive  to  the  Council's  expressed  wish  for  more 
complete  and  better  organized  information  about  the  program,  but  it 
is  not  clear  that  they  will  in  fact  yield  any  major  improvements  in 
the  management  of  the  program.  As  of  now,  both  NCI  staff  and 
Advisory  Council  remain  uneasy  over  the  matter,  and  it  appears  un- 
certain that  the  new  procedures  will  fully  relieve  the  situation. 
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CHAPTER  SEVEN 

Conclusions  and  Recommendations 


1.  In  the  course  of  its  study,  the  committee  found  nothing  to 
contradict  the  general  opinion  that  the  system  of  reviewing  and  fund- 
ing project  grants  at  NIH  has  been  highly  effective  in  the  support 
of  undirected  research.  Indeed,  all  of  our  findings  reinforce  this 
opinion.  Without  any  wish  to  minimize  certain  administrative  faults 
which  have  aroused  congressional  concern  in  recent  years,12  the  com- 
mittee can  identify  no  pressing  need  to  tamper  with  a  system  that 
has  worked  so  well  and  has  presented  so  few  major  problems.  The 
committee,  therefore,  KECOMMENDS 

that  the  system  of  awarding  project  grants  at  NIH  be  continued 
and  supported  in  its  present  form  and  that  every  effort  be  made  to  protect 
the  grant  apparatus  from  being  weakened  by  the  encroachment  of  prob- 
lems attendant  on  the  increasing  need  for  the  NIH  to  embark  upon  pro- 
grams of  directed  research  or  development. 

2.  The  committee  is  unanimous  in  the  opinion  that  the  NIH 
project  grant  apparatus  is  wholly  inappropriate  for  programs  of  di- 
rected research  and  development.  Indeed,  to  attempt  to  adapt  this 
mechanism  to  such  programs  can  only  be  detrimental  to  their  opera- 
tion. The  committee  supports  the  recent  decision  by  NIH  to  utilize  a 
different  instrument  of  agreement,  the  contract,  in  such  programs. 

In  view  of  the  urgent  need  and  demand  for  NIH  to  undertake 
more  and  larger  programs  of  directed  research  or  development  in  the 
near  future,  the  committee  EE  COMMENDS 

that  the  means  by  which  NIH  develops  administrative  mecha- 
nisms, advisory  channels,  and  above  all  an  adequate  staff  of  individuals 
who  can  assume  technical  managerial  responsibility,  be  accorded  top 
priority  in  planning. 


12  Administration  of  Grants  by  the  National  Institutes  of  Health,  Twenty-First  Re- 
port by  the  Committee  on  Government  Operations — House  Report  No.  1&58,  U.S.  Govern- 
ment Printing  Office,  Washington  :  1962. 
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3.  The  committee  concludes  that  the  most  crucial  single  prob- 
lem to  be  faced  at  NIH  is  the  scarcity  of  individuals  in  the  biomedical 
area  with  the  technical  background,  experience,  and  temperament 
needed  to  assume  the  responsibilities  of  program  management. 

Correction  of  this  managerial  deficiency  is  so  obviously  the  key 
issue  in  the  future  of  directed  biomedical  research  or  development  that 
it  has  overshadowed  the  committee's  attempts  to  evaluate  present  or 
potential  capabilities  at  NIH  in  other  aspects  of  directed  research 
programs.  * 

The  history  of  the  cancer  chemotherapy  program  at  NCI  illus- 
trates repeatedly  the  fact  that  the  managerial  expertise  required  for 
successful  direction  of  large-scale  biomedical  development  is  entirely 
different  from  that  required  for  effective  administration  of  the  project 
grant  apparatus. 

Other  Federal  agencies  which  have  entered  into  large  programs 
of  directed  research  or  development  (DOD,  AEC,  NASA)  have  ex- 
perienced initial  and  continuing  difficulties  in  obtaining  adequate  pro- 
gram managers.  The  absence  at  the  present  time  of  a  sizeable  pool 
of  managerial  talent  outside  of  Government  is  not  a  problem  unique 
to  the  biomedical  field ;  and  the  inability  of  NIH  to  compete  financially 
for  the  services  of  the  few  individuals  who  possess  relevant  managerial 
experience  is  not  a  handicap  unique  to  NIH  within  the  Government. 

However,  for  NIH  to  meet  the  demands  for  managerial  man- 
power now  and  in  the  future  will  be  doubly  difficult. 

The  difficulty  arises,  first,  from  the  extreme  reluctance  of  bio- 
medical scientists  to  engage  in  administration  or  management  of  any 
type,  much  less  the  management  of  directed  research  on  a  full-time 
basis.  Traditionally,  the  biomedical  scientist  has  regarded  his  proper 
role  in  Government  as  that  of  advisor  rather  than  responsible  manager, 
and  this  tradition  will  not  be  altered  easily.  This  concept  of  profes- 
sionalism, a  readiness  to  advise  rather  than  to  participate  directly, 
assigns  appreciably  less  importance  to  the  managerial  role,  particu- 
larly when  performed  in  the  Government,  than  to  academic  research 
or  private  practice.  The  biomedical  administrator  or  manager,  at 
present,  lacks  status  in  the  eyes  of  his  peers. 

Secondly,  it  is  apparent  to  the  committee  that  many  excellent 
biomedical  scientists,  thoroughly  familiar  with  the  Study  Section- 
Advisory  Council  mechanism  for  project  grants,  and  completely  ori- 
ented by  the  sense  of  participation  of  the  extramural  biomedical 
community  in  all  aspects  of  the  programs  of  the  National  Institutes 
of  Health,  have  thus  far  failed  to  grasp  the  significant  difference  be- 
tween the  project  grant  and  a  contract  program  of  directed  research. 
Consequently,  the  feeling  is  widespread  among  university  scientists 
that  they  can  "help  out"  with  contract  programs  and  assure  their 
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success  simply  by  offering  advice  of  the  sort  that  has  sufficed  in  the 
project  grant  area. 

Because  this  general  lack  of  knowledge  of  what  is  involved  in 
large-scale  research  or  development  programs  is  an  obstacle  to  general 
approval  of  the  managerial  role  and  because  of  the  urgent  need  to 
enlist  the  cooperation  of  the  entire  biomedical  community  in  meeting 
new  responsibilities  the  committee  RECOMMENDS 

that  HEW  give  consideration  to  the  means  of  informing  biomedi- 
cal scientists  concerning  the  difference  in  the  objectives  of  undirected 
research  under  the  project  grant  system  and  directed  research  or  develop- 
ment under  a  contract  system,  and  the  growing  importance  of  the  latter. 

Additional  measures  that  should  be  considered  seriously  for 
immediate  implementation  to  attract  and  to  retain  at  NIH  capable 
individuals  with  managerial  ability  include : 

(a)  The  creation  of  an  atmosphere  in  which  managers  of  di- 
rected research  projects  will  feel  a  sense  of  professional  pride  and 
accomplishment  matching  that  experienced  by  their  colleagues  en- 
gaged in  basic  research.  The  intangibles  that  contribute  to  such  a 
favorable  atmosphere  include  the  dignity  of  being  given  authority 
and  responsibility;  a  feeling  of  appreciation  and  recognition  when 
objectives  are  accomplished;  and  an  opportunity  to  make  decisions 
and  to  be  held  accountable  for  them. 

As  a  step  in  this  direction,  the  committee  RECOMMENDS 

that  the  Surgeon  General  enter  into  discussions  with  the  various 
societies,  foundations,  and  individuals  associated  with  the  field  of  bio- 
medical research  to  explore  the  feasibility  of  establishing  new  or  im- 
proved forms  of  awards  or  prizes  in  recognition  of  those  who  serve  the 
public  interest  by  doing  an  outstanding  job  in  directed  research  program 
management. 

(b)  The  program  manager  must  be  given  the  authority  neces- 
sary to  fulfill  his  responsibilities.  The  primary  incentive  for  indi- 
viduals with  management  bent  is  the  urge  to  accomplish.  Nothing, 
therefore,  is  more  discouraging  to  one  of  them  than  to  be  frustrated  in 
his  efforts  to  accomplish  managerial  objectives. 

The  assignment  of  authority,  of  course,  implies  clearly  that  the 
program  manager  will  determine  the  time,  source,  and  amount  of  ex- 
ternal advice  necessary  for  effective  program  management.  He  should 
not  be  subject  to  demands  which  originate  in  external  advisory  groups 
other  than  those  at  the  policy  level  transmitted  to  him  by  his  superior 
executive. 

(c)  NIH  is  experiencing  increasing  difficulty  in  maintaining 
the  quality  of  its  scientific  research  staff.     Greater  salaries  outside  of 
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Government  (often  financed  partially  by  NIH  grants)  and  excellent 
laboratory  facilities  (often  built  with  NIH  matching  funds)  are 
strong  handicaps  to  NIH  in  attracting  and  retaining  scientific  per- 
sonnel. Faced  with  such  serious  problems  in  maintaining  a  staff  of 
research  scientists  for  the  intramural  program,  it  is  understandable 
that  NIH  has  used  essentially  all  of  its  higher  grade  positions  for  these 
individuals.  Consequently,  until  now,  the  few  managerially  inclined 
individuals  at  NIH  have  received  less  pay  for  their  efforts  than  their 
colleagues  in  research  and  have  been  faced  with  the  unpleasant  fact 
that  the  primary  way  to  recognition,  promotion,  and  status  is  via  the 
research  laboratory,  not  the  managerial  route. 

This  pattern  must  be  changed.  A  large  increase  in  high-grade 
positions  for  management  personnel  is  urgently  needed.  Higher 
salaries  are  not  the  sole  answer  to  manpower  in  short  supply,  but  they 
are  an  essential  ingredient. 

Therefore,  the  committee  RECOMMENDS 

that  NIH  seek  to  equalize  salaries  for  research  and  for  manage- 
ment within  the  existing  framework. 

The  committee  is  quick  to  point  out,  however,  that  without  a 
radical  change  in  "the  existing  framework"  within  which  NIH  sal- 
aries now  fall,  almost  every  other  effort  to  obtain  and  to  develop  the 
type  of  managerial  talent  that  is  so  essential  for  the  future  will  be  a 
fruitless  exercise.  It  is  sheer  folly  to  hope  that  biomedical  scientists 
(or  indeed,  individuals  from  other  fields  who  possess  technical  man- 
agerial ability)  will  seek  "opportunities"  at  NIH  which  involve  lower 
pay  and  benefits,  limited  careers,  and  second-class  status  within  their 
professional  groups. 

The  already  existing  salary  crisis  at  NIH  will  soon  be  intensi- 
fied by  the  need  to  implement  the  huge  programs  arising  from  health 
legislation  passed  during  the  last  session  of  Congress.  It  is  abun- 
dantly clear  that  HEW,  PHS,  and  particularly  NIH,  must  be  in  a 
position  to  attract  and  to  retain  the  best  talent  into  positions  of  man- 
agement and  leadership.  In  the  absence  of  competitive  financial  re- 
muneration, it  is  inevitable  that  the  Federal  Government,  to  an  ever- 
increasing  extent,  will  be  a  producer  of  this  type  of  individual  for 
extramural  institutions  rather  than  a  utilizer  of  those  trained  outside. 

In  view  of  the  crisis  in  governmental  biomedical  manpower,  and 
especially  in  view  of  the  need  for  attracting  managers  for  research 
or  development  programs  at  NIH,  the  committee  RECOMMENDS 

that  there  be  an  intensive  effort,  through  whatever  mechanism 
might  be  appropriate,  to  obtain  significant  increases  in  the  salary  scales 
for  NIH. 
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The  amount  should  be  competitive  with  nongovernmental  academic 
medical  salaries  and  the  number  of  positions  authorized  should  be  at 
least  several  hundred. 

The  committee  is  fully,  even  painfully,  aware  of  the  implica- 
tions of  this  recommendation  and  the  history  of  previous  attempts  to 
obtain  special  consideration  for  in-government  groups.  Furthermore, 
the  committee  understands  that  financial  problems  of  a  similar  na- 
ture are  troublesome  in  other  governmental  areas.  However,  faced 
with  a  situation  in  which  NIH  dispenses  grant  funds  to  academic  in- 
stiutions  that  enable  them  to  "pirate"  scientific  talent  from  NIH  by 
paying  higher  salaries,  faced  with  legislative  programs  that  promise 
remuneration  to  medical  practitioners  for  rendering  care  that  has 
often  heretofore  been  given  without  compensation,  and  faced  with  an 
immediate  need  to  attract  both  scientists  and  scientist-managers  to 
NIH,  only  an  urgent  and  successful  plea  for  more  top  positions  and 
for  competitive  salaries  can  give  hope  for  successful  accomplishment 
of  the  high  purposes  of  the  Government's  programs  for  national 
health. 

4.  Although  the  committee  does  not  pretend  that  its  examina- 
tion of  research  and  development  management  problems  at  NIH  has 
been  exhaustive  enough  to  permit  specific  organizational  proposals  in 
this  area,  we  have  some  suggestions  which  may  serve  as  a  base  for 
further  study. 

Within  or  outside  Government,  there  exists  no  tradition  of 
large-scale  research  and  development  programs  in  the  biomedical  and 
health  field.  The  cancer  chemotherapy  program  of  the  National 
Cancer  Institute  is  a  pioneering  effort,  and  whatever  criticisms  are 
leveled  at  it  and  whatever  managerial  shortcomings  there  may  have 
been  in  that  program,  much  has  been  accomplished.  The  initial  re- 
luctance of  industry  to  become  involved  in  research  and  development 
in  this  area  has  largely  been  dissipated,  although  similar  problems  will 
be  likely  to  arise  when  it  becomes  necessary  to  deal  with  industries 
that,  until  now,  have  had  little  or  nothing  to  do  with  the  health  field. 
Many  problems  concerning  patent  rights,  etc.,  have  been  solved. 

Other  Institutes  are  just  beginning  to  face  the  problems  of  such 
programs,  and,  in  at  least  one,  the  National  Heart  Institute,  the  com- 
plexities of  managing  a  development  program  that  involves  industrial 
input  of  an  engineering  type  are  already  becoming  recognized. 

(a)  Directed  research  programs — The  committee  is  concerned 
about  the  future  growth  of  programs  of  directed  research  within  the 
several  Institutes.  It  is  likely  that  each  Institute  will  have  to  re- 
learn,  by  its  own  mistakes  and  bitter  experiences,  the  lessons  already 
learned  by  its  neighbors.  Coordination  and  cooperation  among  the 
Institutes  will  become  highly  desirable  as  these  large-scale  programs 
multiply.     The  problems  of  domination  by  the  research  grant  activity, 
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of  deterioration  of  intramural  research  as  the  available  scientific  per- 
sonnel are  called  upon  to  become  reluctant  and  unskilled  managers, 
and  disorderly  struggles  for  resource  allocations,  are  almost  inevitable. 
This  is  an  area  demanding  further  careful  study  and  planning. 

(b)  Development  programs — A  separate  organization  such  as  a 
division  within  NIH  to  manage  all  development  programs  is  worth 
considering.  This  move  would  allow  the  various  Institutes  to  continue 
to  cultivate,  without  undue  distraction,  their  intramural  research, 
their  extramural  grant  programs,  and  their  directed  research  pro- 
grams. Because  the  development  programs  have  a  large  element  of 
physical  science  and  engineering,  they  require  a  spectrum  of  techni- 
cal capabilities  that  differs  from  those  traditional  in  NIH.  The  scien- 
tific resources  of  each  Institute  would  be  available  for  advice  without 
the  necessity  of  direct  involvement  of  research  scientists  as  develop- 
ment program  managers.  Colocation  of  research  groups  and  man- 
agement groups  would  be  another  way  to  safeguard  against  excessive 
isolation. 

The  appointment  of  a  prominent  executive,  with  the  appro- 
priate managerial  expertise,  to  be  the  head  of  such  a  new  organization 
would  enhance  the  respectability  of  this  new  discipline.  It  would 
also  give  biomedical  development  a  spokesman  in  the  highest  councils 
of  NIH,  and  conversely,  would  provide  the  Director  of  NIH  with 
a  top  aide  thoroughly  familiar  with  the  peculiar  probelms  of  bio- 
medical development. 

A  supplementary  managerial  instrument  worthy  of  considera- 
tion would  be  a  nonprofit  corporation  similar  to  those  which  have  been 
developed  in  recent  years  by  the  Department  of  Defense,  such  as  the 
Aerospace  Corporation  and  the  Mitre  Corporation.  These  organiza- 
tions provide  technical  management  support  to  the  Federal  Govern- 
ment by  serving  as  "integrating  manager"  of  projects  involving  several 
contractors.  In  addition,  they  are  staffed  to  undertake  planning 
and  analysis  at  the  direction  of  the  Government.  Generally  speak- 
ing, these  nonprofit  institutions  are  considered  to  have  been  effective. 

There  are  two  principal  advantages  to  the  use  of  such  a  non- 
profit corporation.  Firstly,  and  quite  candidly,  it  provides  a  device 
by  which  the  Government  can  pay  the  salaries  required  to  attract 
top-flight  managerial  talent — pay  scales  that  are  appreciably  higher 
than  those  available  to  the  Government  directly.  Secondly,  the  insti- 
tution is  able  to  operate  with  a  flexibility  that  is  not  available  to  the 
Federal  bureaucracy. 

The  committee  RECOMMENDS 

that  thorough  study  be  given  to  the  establishment  of  a  separate 
institution  within  NIH,  possibly  supplemented  by  a  nonprofit  corpora- 
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tion  in  the  private  sector,  designed  to  manage  programs  of  biomedical 
development. 

5.  With  regard  to  the  statutory  role  of  the  National  Advisory 
Cancer  Council,  it  is  the  view  of  the  committee,  based  on  the  opinion 
of  one  member  of  the  committee  who  is  a  lawyer  and  on  the  memo- 
randa annexed  hereto  as  appendix  C  13  that — 

(a)  the  authority  conferred  on  the  Surgeon  General  to  make 
grants-in-aid  subject  to  the  Advisory  Council  approval  (sec.  301(d) 
of  the  Act),  is  not  applicable  to  research  contracts  entered  into  by 
the  Surgeon  General ; 

(b)  the  requirement  that  the  Surgeon  General  conduct,  assist, 
and  foster  research,  investigations,  experiments,  and  studies  related 
to  cancer  "in  cooperation  with  the  National  Advisory  Cancer  Council" 
cannot  reasonably  be  interpreted  to  imply  a  requirement  of  prior  re- 
view and  recommendation  by  the  Advisory  Council  of  each  research 
contract  entered  into  by  the  Surgeon  General ;  and 

(c)  the  authority  conferred  on  the  Surgeon  General  by  Public 
Law  89-115  to  enter  into  research  contracts  is  not  subject  to  prior 
review  in  recommendation  of  the  Advisory  Council. 

6.  Regarding  the  functional  role  of  the  statutory  Advisory 
Councils  to  the  several  Institutes,  the  committee  has  formed  the 
following  opinions : 

(a)  We  believe  that  a  Council,  in  order  to  remain  free  to  give 
its  attention  to  the  scope,  character  and  general  progress  of  programs, 
should  resist  becoming  enmeshed  in  detailed  operational  activities. 
This  appears  to  be  the  intent  of  the  Council  resolution  introduced 
by  Dr.  Sidney  Farber  last  August  and  unanimously  approved  by  the 
National  Advisory  Cancer  Council.  It  is  also  the  objective  of  the 
NIH.14 

Naturally,  in  order  for  a  Council  to  perform  this  function  it 
is  essential  that  its  Institute  provide  appropriate  informational  mate- 
rials to  the  Council  on  a  periodic  basis  to  allow  the  Council  to  keep 
fully  abreast  of  all  developments  in  its  field. 

One  of  the  major  benefits  of  the  Advisory  Council  structure 
has  been  that  it  has  provided  a  method  for  effective  coupling  of  the 
biomedical  community  to  the  general  public.  The  dedicated  lay  indi- 
viduals who  have,  through  the  years,  assisted  in  program  development 
have  provided  a  highly  useful  mechanism  for  public  understanding  of 
the  successes  and  the  problems  of  the  programs.    It  is  essential  that 


13  Memoranda  prepared  by  the  General  Counsel  of  the  Department  of  Health,  Educa- 
tion, and  Welfare,  and  by  Mr.  Peter  W.  Eccles  of  Cleary,  Gottlieb,  Steen  &  Hamilton. 

14  Program    Development   and    the    Use   of   Advisory    Councils — Office   of    Program 
Planning — Nov.  3,  1964,  pp.  5-6. 
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this  mechanism  be  preserved.  The  committee  regards  the  efforts  the 
National  Cancer  Institute  already  has  taken  to  provide  informational 
material,  including  the  initiation  of  the  special  annual  Advisory 
Council  meeting  dealing  with  the  cancer  chemotherapy  program,  as 
a  significant  step  toward  an  effective  modus  operandi.  Continued 
mutual  effort  will  undoubtedly  be  required  to  define  the  best  tech- 
niques for  keeping  each  Council  properly  informed. 

With  respect  to  programs  of  directed  research  or  development, 
therefore,  the  committee  EE COMMENDS 

that  each  Advisory  Council  concentrate  its  efforts  on  reviewing 
the  major  overall  issues  confronting  its  Institute. 

In  the  committee's  view  this  would  include  expressing  its  judg- 
ments on  all  new  directed  research  programs  prior  to  their  initiation 
and  periodically  assessing  the  effectiveness  of  programs  in  process. 
The  committee  stresses  its  view,  however,  that  the  program  judgments 
arrived  at  by  a  Council  through  the  reviewing  process  should  be  ad- 
visory and  the  decision  to  accept  such  advice  should  be  made  by  the 
appropriate  Government  executive. 

(b)  By  statute  the  several  Councils  are  advisory  to  the  Surgeon 
General  and  he  is  the  statutory  Chairman  of  each  Council.  In  prac- 
tice, since  1953,  each  Council  has  been  chaired  by  the  corresponding 
Institute  Director ;  thus,  in  practice,  the  Council  is  more  immediately 
advisory  to  the  Institute  Director  than  to  the  Surgeon  General.  Al- 
though this  arrangement  has  apparently  worked  satisfactorily  in  most 
cases,  the  committee  suggests  that  the  Surgeon  General  reevaluate  his 
delegation  of  authority.  Alternative  approaches  might  include,  for 
example,  chairing  the  Council  by  a  representative  of  the  Office  of  the 
Director  of  the  National  Institutes  of  Health,  or  by  a  member  of  the 
Council  appointed  by  the  Surgeon  General. 

Finally,  it  appears  to  us  that  some  of  the  newer  council  members 
do  not  have  a  clear  understanding  of  the  history  of  the  Institute  pro- 
grams and  the  role  and  function  of  the  Advisory  Council  itself. 

The  committee  RECOMMENDS 

(1)  that  the  chairman  of  the  Advisory  Council  be  appointed  from 
a  level  above  the  Institute  Director,  or  from  one  of  the  outside  members; 

(2)  that  the  Advisory  Council  have  regular  executive  sessions  in 
the  absence  of  Institute  personnel; 

(3)  that  at  least  once  a  year  the  Advisory  Council  meet  with  and 
make  a  formal  report  to  the  Surgeon  General; 

(4)  that  NIH  direct  further  effort  toward  the  development  of 
specific  orientation  for  new  Council  members. 
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Appendix  B 

U.S.  GOVERNMENT  MEMORANDUM 

November  29, 1965. 

To:  The  Members  of  the   Scientific  Directorate,  National   Cancer 

Institute 
From :  Director,  National  Cancer  Institute 
Subject:  Scientific  Directorate  Functions   (including  Program  and 

Contract  Reviews) 

BACKGROUND 

The  NCI  Scientific  Directorate  has  the  following  roles : 

(1)  Broad  policy  development  and  formulation. 

(2)  Evaluation  of  programs  and  program  plans. 

(3)  Coordination  of  programs. 

(4)  Resolution  of  differences  between  a  Scientific  Director  and 
a  Program  Review  Committee  !ora  Contract  Review  Committee. 

(5)  Primary  review  of  contracts  of  critical  program  signifi- 
cance for  which  review  by  established  committees  would  be  inappro- 
priate. 

(6)  Review  of  proposals  for  promotion  of  senior  professional 
staff. 

The  role  listed  as  item  (1)  evolves  during  the  course  of  opera- 
tions as  the  Scientific  Directorate  handles  various  issues  and  problems. 

Occasions  for  the  Directorate  to  carry  out  its  role  for  item  (4) 
have  been  few,  although  a  broad  problem  persists  in  the  communica- 
tion of  various  aspects  of  complex  programs  to  review  and  advisory 
groups. 

The  role  listed  as  item  (5)  is  only  occasionally  exercised  but 
can  be  of  considerable  significance. 

Considerable  coordination  (item  (3) )  occurs  during  the  opera- 
tions of  the  Directorate,  and  considerable  attention  is  given  to  coordi- 
nation provided  by  other  devices  (line  channels,  organization,  budget 
development  and  allocations,  space  requirements,  committee  functions 


1  See  Scientific  Directorate  minutes  of  Sept.  21,  1965,  p.  3. 
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and  composition,  formal  and  informal  communication,  etc.).  How- 
ever, the  coordination  of  all  NCI  programs  as  to  substantive  cancer  re- 
search content  perhaps  needs  additional  attention.  The  key  to  exer- 
cising this  role  is  the  manner  in  which  the  evaluation  and  planning 
role  (item  (2) )  is  conducted. 

Evaluation  of  programs  and  program  plans  (item  (2) )  has  re- 
peatedly engaged  the  attention  of  the  Directorate.2  The  major  de- 
cisions are  decisions  on  programs  (i.e.,  in  comparison  with  decisions  on 
individual  contracts)  since  these  decisions  broadly  determine  whole 
series  of  far-reaching  subsequent  actions  and  additional  decision- 
making frameworks.  For  example,  such  program  decisions  should  be 
made  prior  to  the  invitation  of  new  project  proposals  (contracts  or 
grants).  Moreover,  major  program  decisions  need  to  be  made  within 
the  full  perspective  of  the  total  NCI  program  if  the  appropriated 
funds  and  other  resources  are  to  be  most  effectively  allocated  and  used 
for  cancer  research.  Because  the  NCI  is  a  public  agency,  our  reviews 
of  programs  (including  contracts)  must  not  only  be  sound,  but  visible, 
and  soundly  documented.  Recent  actions  of  congressional  committees 
(Senate  Appropriations  Committee  Report  on  the  1966  Supplemental 
Appropriation,  p.  32-33 ;  see  also  the  Conference  Report,  p.  7-8) ,  and 
of  the  National  Advisory  Cancer  Council  (minutes  of  the  August  1965 
meeting) ,  emphasize  this  need  for  the  Scientific  Directorate  to  review 
all  NCI  programs  within  the  overall  Institute  perspective. 

The  Directorate  must  assure  itself  that  individual  contracts  are 
reviewed  well  for  intrinsic  merit.  But,  as  it  has  agreed  in  the  past, 
this  does  not  mean  that  it  must  review  each  contract  proposal  individ- 
ually. Once  a  system  of  satisfactory  program  review  has  been  devel- 
oped, the  Directorate  may  feel  it  can  depend  primarily  upon  program 
quality  to  reflect,  in  summation,  the  quality  of  an  area's  contract  re- 
views. It  does  have  the  responsibility  for  assuring  the  Director  that 
contract  proposals  are  receiving  sound  review.  (See  below,  CON- 
TRACT REVIEWS.) 

PROGRAM  REVIEWS 

The  outline  below  of  review  of  program  plans  for  the  four  newly 
organized  major  program  operating  areas  (General  Laboratories  and 
Clinics;  Extramural  Activities;  Etiology;  and  Chemotherapy)  is 
based  on  recent  discussions  of  the  Directorate.  Each  program  leader 
will  annually  present  a  description  of  his  program  and  program  plans. 


2  See  S.D.  minutes  and  attachments  to  the  agenda  for  the  following :  Aug.  21  and 
Sept.  4,  1962  ;  Apr.  2,  June  28,  July  2,  and  July  15,  1963  ;  June  30  and  July  14,  1964  ;  and 
Mar.  9,  Oct.  5  and  Oct.  19,  1965.  These  informative  documents  reveal  recurring  problems, 
a  variety  of  proposals,  and  absence  of  clear  consensus  on  the  best  manner  in  which  the 
Directorate  is  to  conduct  its  evaluative  role. 
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Major  objectives  of  the  area,  program  logic  with  consideration  of  op- 
tional approaches,  and  program  plans  extending  beyond  the  following 
year  will  be  presented,  but  emphases,  selection  of  detailed  items  for 
discussion,  and  the  format  of  the  presentation  may  vary  with  the  pro- 
gram area. 

Programs  of  the  Etiology  and  Chemotherapy  areas  will  be 
described  in  broad  strokes,  showing  program  philosophy,  logic,  objec- 
tives and  relationships.  Charts  showing  integration  of  program 
elements  will  be  used  as  appropriate.  Emphasis  will  be  given  to 
contract-supported  efforts.  The  presentation  should  include  plans 
for  shifts  in  contractual  activities  when  needed,  to  bring  ongoing 
efforts  into  line  with  program  objectives  and  plans.  Summaries  and 
progress  statements  of  individual  contracts  (see  below)  should  be 
included.  From  time  to  time  program  leaders  may  bring  before  the 
Directorate,  general  and  specific  problems  concerning  contracts  or, 
with  respect  to  internal  operations,  plans  for  major  changes  involving 
space,  positions,  dollars,  and  other  resource  needs.  Efforts  that  may 
have  substantial  impact  on  other  program  areas  will  be  specifically 
identified. 

In  the  area  of  General  Laboratories  and  Clinics  the  Scientific 
Director  will  present  a  program  review  with  the  following  elements : 
(1)  broad  philosophy,  hopes,  aspirations  and  objectives;  (2)  program 
plans  of  major  scope  and  direction  with  an  indication  of  changes 
contemplated  involving  substantial  space,  dollar  and  other  resource 
needs  and  contract  demands;  (3)  work  undertaken  that  will  have  a 
substantial  impact  on  other  program  areas,  particularly  when  it 
involves  contracts;  and  (4)  issues  on  which  he  would  like  advice  from 
the  Directorate. 

In  the  Extramural  Activities  area  the  Associate  Director  will 
present,  in  very  broad  strokes,  objectives  in  the  grants  area  with  some 
assessment  of  the  scientific  content,  deficiencies  and  plans  for  new 
areas  in  which  the  grants  staff  will  make  special  efforts.  Emphasis 
will  be  on:  (1)  selected  information  he  judges  to  be  valuable  for  the 
Directorate,  including  periodic  assessment  of  a  system  of  contracts 
and  grants  review;  (2)  cross-impacts  upon  other  areas,  e.g.,  pro- 
gramed grants  in  chemotherapy,  centers  grants,  single  instrument 
support,  etc.;  and  (3)  items  on  which  he  would  like  advice  from  the 
Directorate. 

The  primary  benefits  of  program  reviews  result  from  the  pro- 
gram leaders  and  their  staffs  pulling  together  in  an  integrated  man- 
ner the  various  activities  within  the  program,  juxtaposed  against 
program  objectives  in  such  a  way  that  priorities  can  be  more  easily 
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established  by  them.  The  requirement  for  written  statements,  which 
are  necessary  as  part  of  the  annual  review  for  the  Council  and  for 
other  purposes,  further  aids  in  sharpening  up  program  activities. 
Such  written  material  should  also  form  the  basis  for  required  NTH 
annual  reports  and  for  budget  development.  In  these  presentations 
special  efforts  must  be  made  continually  to  include  plans  on  a  longer 
range  basis  (in  the  perspective  of  at  least  3  years).  With  such 
reviews  and  documentation  the  Scientific  Directorate  will  be  in  a 
better  position  to  carry  out  its  role  of  evaluation  of  programs  and 
program  plans. 

CONTRACT  REVIEWS 

The  Directorate  will  continue  to  assume  responsibility  for 
assuring  the  Director  that  contract  proposals  are  receiving  sound 
review.  The  review  of  individual  contract  proposals  will  be  made 
by  the  appropriate  program  operating  staff  and  contract  review 
committees. 

For  each  contract  proposal,  the  project  officer  will  prepare  a 
summary  sheet  containing  the  following  information  (in  addition  to 
that  asked  for  in  the  present  CR  1  form)  :  (a)  for  new  proposals  a 
succinct  summary  of  the  project  (identifying  data,  objectives  and 
nature  of  the  project),  its  relation  and  relevance  to  program,  and  any 
important  site  visit  information;  and  (b)  for  renewals  the  original, 
or,  if  necessary,  an  updated,  summary  sheet  will  be  supplemented  with 
a  report  on  the  past  year's  progress  made  towards  the  objectives. 

Although  frequent  site  visiting  with  outside  consultants  has 
always  been  done,  in  the  future,  site  visit  activities  made  in  conjunc- 
tion with  contract  reviews  will  become  more  formalized  and  must  be 
well-documented  and  more  visible.  The  following  guidelines  will 
apply  for  site  visits : 

All  site  visit  teams  will  include  at  least  two  members  who  are 
not  on  the  NCI  staff ; 

An  official  site  visit  report  by  the  group  (or  if  appropriate,  a 
report  by  each  member)  will  be  prepared  for  the  record. 

Within  this  general  framework  the  following  requirements 
apply : 

(a)  For  all  new  research  contract  proposals  over  $50,000 — site 
visit  must  be  made  before  initial  award. 

(b)  For  all  active  (ongoing)  research  contracts  over  $50,000 — 
a  site  visit  must  be  made  at  least  every  3  years,  or  more  often  when 
major  changes  in  work  scope  are  proposed,  or  experienced,  or  upon 
indication  from  the  project  or  contract  officer  that  performance  is 
inadequate. 
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(c)  For  development  and  nonroutine  procurement  contracts  3 
over  $100,000 — site  visits  must  be  made  at  least  every  3  years  or  when- 
ever there  is  reason  to  warrant  more  detailed  review  of  a  contractor's 
capability  to  perform  adequately  within  the  original  scope  of  the 
contract. 

(d)  On  routine  procurement  contracts  and  on  other  contracts 
not  covered  above,  site  visits  will  be  made  at  the  discretion  of  the 
program  leader. 

(e)  The  associate  director  for  extramural  activities  will  be  the 
focal  point  for  approval  of  each  site  visit  plan  to  assure  outside  repre- 
sentation and  to  minimize  conflict  of  interest  situations.  He  will 
approve  site  visit  team  compositions  as  supplied  by  the  program  opera- 
tors. He  may  also  call  for  site  visits  on  particular  contracts  beyond 
those  specified  in  the  above  requirements  if  he  judges  it  necessary  for 
sound  contract  management. 

(f )  An  official  roster  will  be  set  up  from  which  outside  mem- 
bers of  site  visit  teams  may  be  drawn.  It  will  consist  of  officially 
appointed  consultants  to  NCI,  including  members  of  the  various 
advisory  groups. 

(g)  The  Grants  and  Contracts  Operations  Branch  will  estab- 
lish and  maintain  a  system  for  scheduling  site  visits  and  maintaining 
appropriate  reports  on  them  as  part  of  the  official  file  on  contracts. 

NCI  staff,  and  particularly  project  officers,  will  continue  as  in 
the  past  to  make  such  individual  site  visits  as  are  necessary  for  sound 
program  and  contract  management. 

Documentation  of  Contract  Reviews — Following  a  review  of 
proposals  at  each  Contract  Review  Committee  meeting,  the  appro- 
priate Executive  Secretary  will  prepare  succinct  minutes  of  the  dis- 
cussions. It  is  the  responsibility  of  the  program  leader  to  assure  that 
these  minutes  are  well  documented  and  of  the  Associate  Director  for 
Extramural  Activities  to  oversee  the  review  and  documentation  for 
the  Director. 

The  minutes  will  consist  primarily  of  contract  summary  sheets 
for  each  proposal ;  the  initial  part  of  the  contract  summary  will  con- 
sist of  the  summary  information  prepared  by  the  project  officer  (see 


3 It  is  useful  to  divide  contracts  into  these  categories:  (a)  research;  (b)  develop- 
ment ;  (c)  nonroutine  procurement ;  (d)  routine  procurement.  Routine  procurement  con- 
tracts involve  the  purchase  of  standard  items  on  the  market,  e.g.,  standardized  mice.  Non- 
routine  procurement  contracts  involve  the  purchase  of  items  not  on  the  market  but  which 
can  be  produced  without  further  research  or  development  efforts,  e.g.,  o,p'-DDD.  De- 
velopment contracts  involve  purchase  of  data  or  material  products  that  require  further 
work  based  on  research  findings,  e.g.,  scaling  up  to  pilot  plant  or  larger  production  of  a 
compound  which  has  already  been  .synthesized  on  a  laboratory  scale.  Research  contracts 
involve  the  purchase  of  data  or  material  products  that  result  from  research  efforts,  e.g., 
data  important  for  developing  new  drug  screening  systems.  Since  categories  do  not  always 
have  sharp  definition  and  some  contracts  are  mixtures,  program  operators  will  have  to 
exercise  judgment  in  applying  these  guidelines. 
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above)  and  the  Executive  Secretary  will  record  the  committee's  recom- 
mendation and  the  basis  for  it.  Split  votes  will  also  be  recorded. 
These  minutes  and  contract  summaries  will  provide  input  information 
to  the  Directorate  for  its  surveillance  of  contract  reviews. 

The  Scientific  Directorate  will  take  en  bloc  action  on  contracts 
for  recommendation  to  the  Director  for  approval,  disapproval,  defer- 
ral, or  modification.     It  will  review  individual  contracts  only  when — 

(a)  the  Directorate  decides  by  majority  vote  to  make  detailed 
review  of  a  specific  contract ; 

(b)  the  director,  the  associate  director  for  extramural  activities 
or  a  scientific  director  (for  his  own  program  area)  requests 
the  Directorate  to  review  a  specific  contract ; 

(c)  unresolved  problems  or  conflicts  exist,  such  as  disagree- 
ment between  the  program  leader  and  the  contract  review 
committee ; 

(d)  contracts  are  for  amounts  in  excess  of  $1  million;  or 

(e)  contracts  are  of  critical  program  significance  for  which 
established  committees  are  inappropriate — in  this  case  the 
Directorate  provides  primary  review. 

The  recommendations  of  the  Directorate  resulting  from  contract 
reviews  will  be  recorded  in  the  minutes  and  also  transmitted  by  the 
Chief,  Grants  and  Eesearch  Contracts  Operations  Branch  to  me  for 
my  sign-off  approval. 

INFORMATION  FOR  NACC 

At  the  August  1965  meeting  of  the  National  Advisory  Cancer 
Council  the  following  motion  was  passed : 

"That  the  Council  be  provided  with  the  following  items  at 
appropriate  times : 

"Areas  in  which  there  is  an  intention  to  invite  proposals  and 
the  nature  of  them. 

"second,  a  summary  of  contracts  awarded  and  in  effect, 

"and  third,  an  annual  evaluation  of  progress  under  the 
contracts." 

The  Institute  will  therefore  take  the  following  action : 

( 1 )  Annual  program  reviews  for  each  major  program  area  will 
be  made  to  the  Council  at  a  special  meeting  in  October.4    One  month 


4  The  field  studies  program  review  at  the  November  1965  Council  meeting  was  ap- 
propriate as  to  documentation,  form,  degree  of  detail,  proper  synthesis  of  program,  and 
summaries  of  each  contract. 
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prior  to  this  meeting  annual  program  review  documents  will  be 
supplied  to  the  Council  members. 

(2)  At  least  2  weeks  prior  to  each  regular  Council  meeting,  the 
following  material  based  on  information  supplied  by  the  program 
leaders  will  be  sent  to  the  Council  members  by  the  Chief,  Grants  and 
Research  Contracts  Operations  Branch : 

(a)  Lists  of  projects  for  which  the  program  leaders  intend 
to  invite  new  contract  proposals  during  the  succeeding  4  months. 
These  lists  will  consist  of  tentative  project  titles;  approximate  fund- 
ing; brief  summaries  of  the  nature  of  each  project;  the  relationship  of 
each  to  the  area  program  with  reference  to  the  appropriate  part  of 
the  previous  annual  program  review  document ;  and  the  reasons  for  the 
proposed  project  with  documentation  from  review  of  the  proposed 
project  by  the  program  leader  with  the  appropriate  contract  review 
committee. 

(b)  A  summary  of  the  actions  taken  on  each  of  those  projects 
for  which  the  program  leaders  intended  to  invite  contract  proposals 
contained  in  the  list  submitted  at  the  previous  Council  meeting  4 
months  previously.  The  bases  for  the  actions  taken  on  each  will  be 
documented. 

(c)  If  under  exceptional  circumstances  any  contracts  should  be 
recommended  by  the  Institute  for  award  that  were  not  on  the  list  pre- 
sented at  the  previous  Council  meeting,  the  basis  for  such  actions  will 
be  documented  and  supplied  to  Chief,  Grants  and  Research  Contracts 
Operations  Branch  for  transmittal  to  the  Council  members. 

IMPLEMENTATION  OF  THESE  POLICIES 

All  NCI  staff  are  responsible  for  carrying  out  the  duties  in- 
dicated for  them  in  this  memorandum ;  the  focal  point  for  implemen- 
tation, however,  is  the  associate  director  for  extramural  activities.  He 
will  issue  the  required  detailed  procedures  in  writing  and  establish 
the  new  contract  review  committees  (etiology  contract  review  commit- 
tee; drug  development  contract  review  committee;  drug  evaluation 
contract  review  committee;  endocrinology  contract  review  committee) . 

The  various  scientific  directors  should  now  send  their  nomina- 
tions for  membership  on  the  appropriate  contract  review  committees 
and  program  review  committees  for  the  etiology  and  chemotherapy 
areas  to  me  through  the  associate  director  for  extramural  activities. 

The  personnel  officer  will  prepare  the  necessary  instructions  for 
implementing  the  promotion  reviews  (see  minutes  of  the  Directorate, 
Oct.  19,  1965).     Promotion  reviews  will  be  conducted  by  the  Core 
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Members  of  the  Scientific  Directorate  (see  attached  membership  list 
of  the  Directorate) . 

I  look  forward  to  having  this  new  system  in  full  operation  by 
the  end  of  this  calendar  year. 

Kenneth  M.  Endicott,  M.D. 
[Attachment] 

MEMBERSHIP  OF  THE  NCI 
SCIENTIFIC  DIRECTORATE 

Members  (Voting)  : 
Core  Members:* 

C.  Gordon  Zubrod,  Chairman 

Paul  Kotin,  Vice-Chairman 

Carl  G.  Baker,  Executive  Secretary 

Nathaniel  I.  Berlin 

Robert  E.  Learmouth 

Eugene  J.  Van  Scott 

T.  Phillip  Waalkes 
Other  Members: 

W.  Ray  Bryan 

William  M.  Haenszel 

Samuel  S.  Herman 

Seymour  Perry 

David  P.  Rail 

Saul  A.  Schepartz 

Margaret  H.  Sloan 
Associate  Members  (Nonvoting)  : 
George  A.  Brandner 
James  F.  Kieley 

Deputy  Scientific  Directors  may  substitute  for  Core  Mem- 
bers when  absent  (no  other  substitutions).  Attendance  by 
others  will  be  by  invitation  only. 


•Core  Members  will  constitute  the  group  passing  on  promotions  before  the  Scientific 
Directorate. 
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Appendix  C 

UNITED  STATES  GOVERNMENT 

Memorandum 

Date  :  February  1, 1966 

To:  Philip E. Lee, M.D. 

Assistant  Secretary  for  Health  and  Scientific  Affairs 

From :  Alanson  W.  Willcox 
General  Counsel 

Subject :  Secretary's  Advisory  Committee  on  the  Management  of  Re- 
search Grants  and  Contracts 

Your  memorandum  of  January  24  asks  that  we  update  Mr. 
Rourke's  memorandum  of  September  22,  1964,  to  Mr.  Simpson,  on  the 
subject  "PHS  Act — National  Advisory  Cancer  Council — Review  of 
Research  Contracts." 

The  request  for  opinion  which  led  to  Mr.  Rourke's  memoran- 
dum was  withdrawn,  and  as  a  result  his  memorandum  was  also  with- 
drawn. It  nevertheless  represents  our  views  on  the  question  presented. 
We  should  of  course  be  glad  to  discuss  the  legal  question  with  members 
of  the  Advisory  Committee,  and  one  of  us  will  plan  to  be  available  on 
the  morning  of  February  5. 

Mr.  Rourke's  conclusion  that  there  is  no  legal  requirement  of 
review  of  the  cancer  research  contracts  by  the  National  Advisory 
Cancer  Council  seems  to  me  clearly  correct.  The  Council,  however,  is 
clearly  authorized  to  review  such  contracts.  Mr.  Rourke  does  not  deal 
with  the  question  who  should  decide  whether  or  not  any  particular  re- 
search contract  should  be  submitted  to  the  Council.  I  believe  that  this 
is  a  decision  for  the  Surgeon  General  or  his  staff.  It  would  be 
anomalous,  and  contrary  to  what  I  believe  is  the  uniform  practice  in 
dealing  with  advisory  groups,  to  maintain  that  the  Council  itself 
could  demand  the  submission  to  it  of  a  particular  research  contract. 
Section  404  is  perhaps  literally  open  to  this  interpretation,  but  I  do  not 
believe  that  such  interpretation  would  be  warranted. 
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In  any  event,  I  fully  agree  with  Mr.  Rourke  that  the  statute 
gives  the  Council  no  veto  power  over  the  making  of  such  a  contract, 
as  it  does  in  the  case  of  grants  under  section  301(d).  Even  if  the 
Council  reviews  a  proposed  contract,  therefore,  and  recommends 
against  it,  the  Surgeon  General  would  be  legally  free  to  enter  into  it. 

Since  Mr.  Rourke's  memorandum  was  written,  a  3-year  con- 
tract authority  has  been  enacted,  as  a  part  of  the  Health  Research 
Facilities  Amendments  of  1965  (Public  Law  89-115) .  This  authority 
had  previously  been  contained  only  in  appropriation  acts.  This 
amendment  contains  no  reference  to  approval  by  the  Council,  nor 
do  the  committee  reports  on  it  indicate  any  understanding  that  re- 
search contracts  would  be  reviewed  by  advisory  councils.  Both  re- 
ports emphasize  that  the  difference  between  contracts  and  grants  is 
more  than  a  difference  of  form.  I  believe  that  this  enactment  tends  to 
reinforce  the  position  stated  in  Mr.  Rourke's  memorandum. 

Various  observations  regarding  this  question  have  appeared  in 
reports  of  the  Senate  Appropriations  Committee  and  in  the  course  of 
discussions  on  the  floor  of  the  House  of  Representatives.  ( See  mem- 
orandum furnished  by  Mr.  Fordham  entitled  "Pertinent  Excerpts 
from  Congressional  Documents.")  For  the  most  part  these  observa- 
tions consist  of  recommendations  by  the  committee  or  members,  which 
do  not  have  the  force  of  law.  They  do  contain  two  expressions  of 
legal  opinion,  one  by  Representative  Fogarty  and  the  other  by  Repre- 
sentative Fountain.  For  the  reasons  stated  in  Mr.  Rourke's  memo- 
randum and  this  one,  I  am  compelled  to  dissent  from  the  view  of  Mr. 
Fogarty,  and  to  agree  with  the  view  of  Mr.  Fountain. 

You  are  entirely  free  to  circulate  Mr.  Rourke's  memorandum 
and  this  one  to  members  of  the  Advisory  Committee. 

Attachment 

cc  Mr.  Rourke 

February  2, 1966 
Memorandum  For  Mr.  Gottlieb 

Preliminary  Memorandum  re  Research  Contracting  Authority 
of  Surgeon  General  and  Need  for  Advisory  Council  Approval 

FACTS 

Section  301(d)  of  the  Public  Health  Service  Act  ("the  Act") 
has  conferred  on  the  Surgeon  General  the  authority  to  make  grants-in- 
aid,  with  respect  to  cancer,  to  universities,  hospitals,  laboratories, 
other  public  or  private  institutions  and  to  individuals  for  such  re- 
search or  research  training  projects  as  are  recommended  by  the  Na- 
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tional  Cancer  Advisory  Council 1  ("Advisory  Council") .  The  author- 
ity conferred  by  this  provision  was  felt  to  be  insufficient  to  authorize 
the  Surgeon  General  to  enter  into  contracts  for  research 2  and,  since 
the  need  for  such  contracting  authority  became  more  and  more  appar- 
ent, Congress  inserted  language  in  the  Appropriations  Acts  for  the 
Department  of  Health,  Education,  and  Welfare  ("the  Department") 
for  the  years  1957  through  1965  specifically  authorizing  the  Surgeon 
General  to  enter  into  such  contracts.3  In  1965,  the  Eighty-ninth  Con- 
gress inserted  new  language  into  Section  301  of  the  Act,  which  con- 
ferred authority  on  the  Surgeon  General  for  a  3-year  period  to  enter 
into  research  contracts  [Public  Law  89-115]  in  lieu  of  the  ad  hoc 
provision  which  had  theretofore  been  made  in  the  annual  Appropria- 
tions Acts. 

Since  1963,  Representative  Fogarty  has  maintained  that  the 
research  contracting  authority/  (however  conferred  on  the  Surgeon 
General)  was  subject  to  prior  review  and  approval  by  the  Advisory 
Council  in  much  the  same  manner  as  the  authority  for  making  grants- 
in-aid.  In  1965  when  Congress  considered  the  supplemental  appropri- 
ations for  the  Department,  Senate  Report  912  gave  expression  to  the 
view  formerly  advanced  by  Representative  Fogarty  and  Representa- 
tive Fountain,  making  specific  reference  to  the  report,  registered  his 
disagreement  on  the  House  floor.4  Finally,  in  response  to  a  letter 
from  the  Secretary  of  the  Department  stating,  among  other  things, 
that : 

"review  and  approval  of  each  individual  contract  by  the  Ad- 
visory Council  to  the  National  Cancer  Institute  introduces  such 
a  fundamental  change  in  policy  that  I  would  be  extremely  re- 
luctant to  see  it  introduced  without  a  thorough  study" 

the  conferees  of  the  House  and  Senate  agreed  to  hold  the  matter  "in 
abeyance"  with  the  understanding  that  a  study  would  be  undertaken 
and  a  report  made  to  the  two  Committees  on  Appropriations  no  later 
than  the  end  of  February  1966.5 


1  The  words  "National  Cancer  Advisory  Council"  and  "National  Advisory  Cancer 
Council"  are  used  interchangeably  in  the  Act  without  explanation.  (Cf.  sees.  301(d)  and 
403(c).)  This  memorandum  uses  the  former,  on  the  assumption  that  this  was  Congress* 
intention. 

2  Section  301  (i)  formerly  301(h)  of  the  Act  was  also  deemed  insufficient  to  confer 
contracting  authority  on  the  Surgeon  General ;  it  provides,  in  part,  that  the  Surgeon  Gen- 
eral is  authorized  to :  "adopt  *  *  *,  with  respect  to  cancer,  upon  recommendation  of  the 
National  Advisory  Cancer  Council  *  *  *  such  additional  means  as  he  deems  necessary  or 
appropriate  to  carry  out  the  purposes  of  this  section  sec.  301."  The  Department  has  in- 
terpreted the  scope  of  this  section  to  exclude  authority  to  enter  into  contracts.  Subsequent 
legislation  by  Congress  conferring  contracting  authority  on  the  Surgeon  General  reflects 
agreement  or  acquiescence  in  the  Department's  view.  [All  relevant  legislation  is  set  forth 
in  annex  A.] 

3  See  e.g.  Public  Law  88-136  for  fiscal  year  1964  under  item  "General  Research 
and  Services.  National  Institutes  of  Health." 

4  Congressional  Record— House,  Oct.  21,  1965,  p.  26868. 

5  Conference  Report  1198,  Supplemental  Appropriations  for  the  Department,  p.  7-8 
(89th  Cong.). 
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QUESTIONS  PRESENTED 

This  memorandum  is  directed  to  the  question  of  whether  the 
research  contracting  authority  conferred  on  the  Surgeon  General 
by  Public  Law  89-115  is,  as  a  matter  of  statutory  construction,  sub- 
ject to  the  prior  review  and  recommendation  of  the  Advisory  Council. 
This  memorandum  does  not  deal  with  the  desirability  of  such  a  require- 
ment, as  a  matter  of  policy,  though  this  might  logically  bear  on  a  final 
interpretation  of  the  statutory  provisions.  The  conclusions  of  the 
memorandum  are  as  follows : 

(1)  The  authority  conferred  on  the  Surgeon  General  to  make 
grants-in-aid,  subject  to  Advisory  Council  approval  (sec.  301  (d)  of  the 
Act) ,  is  not  applicable  to  research  contracts  entered  into  by  the  Sur- 
geon General ; 

(2)  The  requirement  that  the  Surgeon  General  conduct,  assist, 
and  foster  research,  investigations,  experiments  and  studies  relating 
to  cancer  "in  cooperation  with  the  National  Cancer  Advisory  Council" 
cannot  reasonably  be  interpreted  to  imply  a  requirement  of  prior  re- 
view and  recommendation  by  the  Advisory  Council  of  each  research 
contract  entered  into  by  the  Surgeon  General ;  and 

(3)  The  authority  conferred  on  the  Surgeon  General  by  Public 
Law  89-115  to  enter  into  research  contracts  is  not  subject  to  prior  re- 
view and  recommendation  of  the  Advisory  Council. 

DISCUSSION 

I.  The  Surgeon  General's  authority  to  make  grants-in-aid  for 
research  or  research  training  projects  with  respect  to  cancer  and  the 
subordination  of  this  authority  to  recommendations  of  the  Advisory 
Council  are  clearly  provided  for  in  the  Act.  Aside  from  authorizing 
the  Surgeon  General  to  make  grants-in-aid  for  such  research  "recom- 
mended" by  the  Advisory  Council  (sec.  301  (d)  of  the  Act)  and  author- 
izing the  Advisory  Council  "to  review  applications"  for  research  pro- 
jects relating  to  cancer  and  "to  certify"  to  the  Surgeon  General  "its 
approval  of  (specific)  grants-in-aid"  (sec.  404(c)  of  the  Act)  the 
Act  (sec.  403(c)),  makes  clear  that  no  grants-in-aid  may  be  made 
until  "after  review  and  recommendation"  of  the  Advisory  Council. 
This  interpretation  of  the  interrelated  authority  of  the  Surgeon  Gen- 
eral and  the  Advisory  Council  with  respect  of  the  Surgeon  General 
and  the  Advisory  Council  with  respect  to  grants-in-aid  has  never,  as 
a  legal  matter,6  been  questioned  either  by  the  Department  or  mem- 
bers of  Congress. 


8  Some  question  might  be  raised  as  to  the  feasibility  of  having  every  grant-in-aid 
reviewed  by  the  Advisory  Council  in  view  of  the  magniture  of  the  present  grant  program. 
But  this  question  would  be  beyond  the  scope  of  this  memorandum. 
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One  statement  in  Senate  Report  912,7  referred  to  above,  raises 
the  question  whether  the  unchallenged  role  of  the  Advisory  Council 
with  respect  to  grants-in-aid  and  should  not  be  carrried  over  into  the 
contracting  field.  It  might  be  pointed  out,  for  example,  that  when 
the  Act  was  initially  enacted  the  Surgeon  General  could  make  awards 
for  research  only  through  the  medium  of  grants-in-aid,  and,  therefore, 
conditioning  research  grants-in-aid  on  Advisory  Council  review  and 
recommendation  in  effect  subjected  all  research  awards  to  this  pre-con- 
dition. Thus,  so  the  argument  goes,  Congress  intended  in  the  Act  that 
all  research  awards  be  conditioned  on  Advisory  Council  recommen- 
dation and  the  fact  that  research  contracting  authority  was 
subsequently  conferred  in  a  piecemeal  fashion  (i.e.  in  successive 
appropriations  bill)  ought  not  to  be  permitted  to  frustrate  the  under- 
lying congressional  intent.  Furthermore,  the  unchallenged  statements 
of  Representative  Fogarty  on  the  floor  of  Congress  in  discussing  the 
appropriations  measures  in  1963  and  1964  are  compatible  with  this 
view  and  indicative  of  the  continuing  congressional  intent.  Finally, 
the  vagueness  of  the  distinction  which  the  Department  has  drawn 
between  grants-in-aid  and  contracts  further  supports  this  view.  For 
example,  the  application  forms  used  by  the  Department  in  connection 
with  research  grants  seems,  as  a  technical  matter,  to  constitute  a 
"contract".  Moreover,  the  Department's  occasional  willingness  to 
reselect  the  medium  with  a  view  toward  the  desires  and  convenience  of 
the  researcher  (e.g.  a  university  more  appropriately  receives  a  grant 
while  a  profitmaking  enterprise  normally  contracts)  also  suggests 
that  congressional  intent  applicable  to  one  should  reasonably  be  deemed 
applicable  to  the  other. 

The  answers  to  these  interrelated  questions  can  be  made  in  the 
following  way.  First  of  all,  the  Department  contends  that  its  grants 
are  made  as  "conditional  gifts"  and  not  contracts  and  if  one  accepts 
this  contention,  a  respectable  line  can  be  drawn  between  the  two. 

But  even  if  it  is  agreed  that  there  is  no  technical  distinction 
between  "grants-in-aid"  and  "contracts"  (as  the  Department  has 
administered  them),  it  does  not  show  that  Congress  did  not  intend 
two  separate  categories,  though  their  labels  may  be  inapt.  The 
Department  has  advanced  a  distinction  which,  in  part,  is  not  based 
on  technical  considerations.  For  example,  they  (the  Department's 
agents)  have  maintained  8  that  if  the  initiative  for  the  research  project 
rests  with  the  researcher,  if  the  Department  agrees  to  exercise  minimal 
control  of  the  project,  and  if  the  researcher  makes  only  the  formal 


7  The  statement  on  p.  32  of  the  S.  Rept.  is,  in  part :  "*  *  *  research  contracts 
should  be  cleared  through  the  Council  in  the  same  manner  as  all  other  research  grant 
applications." 

8  See  e.g.  U.S.  Cong,  and  Adm.  News  (89th  Cong.  1st  Sess.),  p.  2661,  2665. 

46 


commitments  provided  for  in  the  grant  application  form,9  then  the 
financing  is  termed  a  "grant-in-aid".  On  the  other  hand,  if  the 
Department  initiates  the  project  and  seeks  to  employ  the  research 
services  of  a  particular  researcher  (often  a  profitmaking  institution) 
and  to  influence  the  carrying  out  of  the  project,  the  agreement  which 
results  from  this  negotiation  constitutes  a  "contract".  The  Senate 
and  House  Reports  in  the  89th  Congress  relating  to  the  1965  amend- 
ment to  Section  301  of  the  Act  indicate  congressional  approval  of  this 
analysis : 

«*  *  *  While  the  grant  mechanism  has  been  appropriate  for 
the  support  of  research  projects  which  are  aimed  at  increasing  the 
broad  base  of  biomedical  knowledge  and  which  are  initiated  by  non- 
profit educational  and  research  institutions,  research  activities  of  a 
developmental  or  applied  research  nature  can  be  more  effectively 
financed  through  research  contracts.  The  contract  mechanism  allows 
greater  control  over  the  course  of  technical  activity  and  access  to  new 
kinds  of  engineering  and  scientific  talent,  *  *  *  Since  it  is  the  con- 
sidered policy  of  the  Department  of  Health,  Education,  and  Welfare, 
based  on  past  experience,  that  contracts  are  the  most  desirable  means 
of  financing  research  activities  in  profit  organizations,  further  PHS 
exploitation  of  industrial  capabilities  in  health-related  fields  will 
require  use  of  adequate  research  contract  authority."  (S.  Rept.  No. 
367  in  U.S.  Code  Congressional  and  Administrative  News — 89th 
Cong.  1st  Sess.,  p.  2661, 2665.)      (Emphasis  added.) 

"The  research  contract  is  considered  by  the  Public  Health 
Service  to  be  the  appropriate  mechanism  for  the  financing  of  research 
and  development  activities  in  non-Federal  organizations  ichen  the 
activity  is  undertaken  at  the  request  of  the  Public  Health  Service,  and 
is  directed  to  the  accomplishment  of  specific  research  objectives  of 
the  Public  Health  Service.  In  contrast,  the  research  grant  is  con- 
sidered more  appropriate  for  the  support  of  research  initiated  by 
a  non-Federal  institution  or  individual  and  directed  toward  the 
accomplishment  of  the  research  purposes  of  that  institution  or  indi- 
vidual. In  addition,  research  contracts  are  also  used  by  the  Public 
Health  Service  for  the  financing  of  all  research  activities  conducted 
by  profitmaking  organizations."  (H.  Rept.  No.  247,  89th  Cong.  1st 
Sess.,  p.  4.)      (Emphasis  added.) 

Aside  from  the  fact  that  the  Department  has  indicated  a  dis- 
tinction between  "grants-in-aid"  and  "contracts"  which  has  received 


'The  commitments  contained  in  the  application  are  of  a  formal  character  and  in- 
volve a  minimal  amount  of  government  control.  The  grantee  agrees  to  expend  the  funds 
on  the  project,  to  acknowledge  the  Government  financing  in  reporting  the  results  of  the 
Government-financed  research,  and,  if  an  invention  is  discovered  through  the  Government- 
financed  research,  to  arrange  for  patent  protection  compatible  with  the  public  interest. 
The  Surgeon  General  is  empowered  to  revoke  the  grant  in  whole  or  in  part  at  any  time. 
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the  approval  of  Congress,  it  would  be  untenable  as  a  matter  of  legis- 
lative interpretation  to  suggest  that  section  301(d)  dealing  with 
grants-in-aid  also  applies  directly  to  contracts.  If  this  were  the  case, 
the  Surgeon  General's  authority  under  section  301  (d)  to  make  grants- 
in-aid  would  have  been  sufficient  for  research  contracting  and  supple- 
mentary contracting  authority  in  the  appropriations  bills  for  the 
years  1957,  1958,  1959,  1960,  1961,  1962,  1963,  1964,  and  1965  would 
have  been  unnecessary.  Indeed  Public  Law  89-115  giving  the  Sur- 
geon General  3-year  authority  to  contract  would  have  been  unneces- 
sary if  such  authority  were  already  conferred  by  section  301(d)  and, 
therefore,  subject  to  Advisory  Council  recommendation. 

Congress  necessarily  considered  that  the  authority  to  "make 
grants-in-aid"  was  not  tantamount  to  the  power  to  "enter  into  con- 
tracts" and,  therefore,  the  Surgeon  General's  authority  to  enter  into 
contracts  cannot  reasonably  be  subjected  to  prior  recommendations 
of  the  Advisory  Council  on  the  strength  of  section  301(d) — whether 
or  not  this  result  can  be  reached  elsewhere. 

II.  Before  looking  elsewhere  it  might  be  worthwhile  to  observe 
another  pecularity  in  the  language  of  section  301.  It  should  be  noted 
that  both  in  subsections  (d)  and  (i)  of  section  301,  "recommendations 
of  the  Advisory  Council"  are  expressly  referred  to  while  similar  men- 
tion is  omitted  in  section  301(h)  dealing  with  research  contracts;  this 
fact  alone  would  seem  to  suggest  that  Congress  intended  to  have  re- 
search contracting  power  dealt  with  differently  than  "grants-in-aid" 
and  the  "catch-all"  provided  for  in  301  (i).  If  Congress  wished  to 
provide  for  the  intervention  of  the  Advisory  Council,  it  certainly 
knew  how  to  do  so  as  demonstrated  by  the  nearby  passages  where  it 
did  just  that.  This  is  particularly  persuasive  when  it  is  taken  into 
account  that  Public  Law  89-115  was  passed  against  a  backdrop  of 
at  least  Kepresentative  Fogarty's  awareness  of  the  problem  and  his 
public  statements  on  the  floor  of  the  House  in  1963  and  1964. 

But  section  301  is  not  the  only  provision  where  Advisory 
Council  intervention  might  be  found.  An  examination  of  section 
402  might  uncover  an  alternative  source  for  this  authority.  Section 
402  provides: 

"In  carrying  out  the  purposes  of  section  301  with  respect  to 
cancer,  the  Surgeon  General,  through  the  National  Cancer  Institute 
and  in  cooperation  with  the  National  Cancer  Advisory  Council,  shall — 

(a)  Conduct,  assist,  and  foster  researches,  investigations,  ex- 
periments and  studies  relating  to  the  cause,  prevention,  and  methods 
of  diagnosis  and  treatment  of  cancer;  (emphasis  added).  *  *  * 

(There  follows  a  list  of  other  activities  including:) 
48 


(d)  provide  fellowships  in  the  Institute  from  funds  appro- 
priated or  donated  for  such  purpose ; 

In  this  provision,  if  the  words  "in  cooperation  with  the  Na- 
tional Cancer  Advisory  Council"  can  be  interpreted  to  imply  prior 
review  and  recommendation  by  the  Advisory  Council  an  alternative 
source  would  be  found.  As  a  matter  of  fact,  many  of  the  activities 
provided  for  in  section  402  are,  as  a  matter  of  practice  (if  not  legal 
requirement),  made  subject  to  Advisory  Council  recommendation. 
But  not  all  activities  referred  to  in  section  402  are  so  conditioned. 
For  example,  the  award  of  fellowships  is  not,  as  a  legal  matter,  subject 
to  review  and  prior  recommendation  by  the  Advisory  Council.  Ex- 
amination of  the  analogous  provision  under  the  Heart  Institute  illus- 
trates this  proposition : 

"Sec.  412.  In  carrying  out  the  purposes  of  section  301  with 
respect  to  heart  diseases  the  Surgeon  General,  through  the  Institute 
and  in  cooperation  with  the  National  Advisory  Heart  Council  (here- 
inafter in  this  part  referred  to  as  the  'Council'),  shall — 

"(g)  *  *  *  provide  for  such  fellowships  through  grants,  upon 
recommendations  of  the  Council,  to  public  and  other  nonprofit  insti- 
tutions; *  *  *"  (Emphasis  added.) 

In  this  analogous  provision,  the  words,  "upon  recommendation 
of  the  Council"  are  included  in  addition  to  the  words  "in  cooperation 
with  the  National  Advisory  Heart  Council."  In  this  almost  identical 
provision  Congress  did  not  read  "in  cooperation  with  the  National 
Advisory  Heart  Council"  to  mean  "upon  the  recommendation  of  the 
Council"  and  it  must  reasonably  be  concluded  that  this  was  not  their 
intention  in  section  402.  Thus  the  requirement  that  the  Surgeon 
General  conduct  and  foster  research  "in  cooperation  with  the  National 
Cancer  Advisory  Council"  cannot  reasonably  be  interpreted  to  imply 
a  requirement  of  prior  Advisory  Council  review. 

III.  When  the  absence  of  explicit  language  in  sections  301  and 
402  is  coupled  with  the  implications  to  be  drawn  from  the  language 
in  sections  403  (c)  and  404,  the  conclusion  is  almost  compelling.  Sec- 
tion 403(c)  expressly  states  that  "grants-in-aid  for  cancer  projects 
shall  be  made  only  after  review  and  recommendation  of  the  National 
Cancer  Advisory  Council."  There  can  be  no  doubt  as  to  the  precondi- 
tion which  Congress  imposed  here.  However,  no  similar  provision 
was  enacted  in  1965  as  part  of  Public  Law  89-115,  despite  the  Depart- 
ment's known,  long-established  practice  of  not  seeking  Advisory 
Council  review  in  the  research  contract  field. 

It  is,  to  say  the  least,  difficult  to  explain  such  a  conspicuous  omis- 
sion in  the  light  of  the  circumstances  and  to  refuse  to  attach  any 
significance  to  this  omission. 
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Finally,  section  404,  in  part,  provides : 

"The  council  is  authorized — 

(a)  to  review  research  projects  or  programs  submitted  to  \or 
initiated  by  it  relating  to  *  *  *  cancer  and  certify  approval  to  the 
Surgeon  General.  *  *  *" 

Nowhere  in  the  statute  is  it  stated  that  the  Surgeon  General 
must  submit  all  research  projects  to  the  Advisory  Council.  The 
reasonable  interpretation  of  section  404(a)  is  that  the  Council's  au- 
thority extends  only  to  those  research  projects  that  are  in  fact  sub- 
mitted to  it  (or  initiated  by  it)  and  the  Surgeon  General  is  under 
no  obligation  to  submit  all  research  projects  to  the  Council  for 
approval. 

Not  only  must  one  conclude  that  the  authority  conferred  on  the 
Surgeon  General  by  Public  Law  89-115  cannot  reasonably  be  inter- 
preted to  be  subject  to  Advisory  Council  approval  but,  in  the  light  of 
the  nine  opportunities  which  Congress  had  to  expressly  provide  for 
such  review  (first  by  language  in  appropriations  bills  and  finally  by 
Public  Law  89-115) ,  it  would  be  stretching  extraordinarily  to  suggest 
that  the  language  of  the  Act  is  ambiguous. 

In  addition,  this  conclusion  is  not  unsatisfactory  on  other  than 
grounds  of  statutory  interpretation.  Inasmuch  as  Congress  has  re- 
quested a  report  from  the  Department  by  the  end  of  February  1966, 
it  will  have  an  opportunity  to  reconsider  the  point  and,  if  it  deems 
Advisory  Council  review  a  desirable  prerequisite  to  research  contract- 
ing, it  may  legislate  accordingly  and  in  terms  which  will  leave  the 
matter  free  from  doubt.  Furthermore,  this  procedure  (i.e.,  accepting 
the  reasonable  interpretation  of  the  statute  and  committing  the  mat- 
ter to  congressional  review)  avoids  casting  an  unjustified  shadow  on 
the  thousands  of  contracts  already  entered  into  by  the  Surgeon  Gen- 
eral, in  reliance  on  a  reasonable  interpretation  of  the  statute,  and  with- 
out benefit  of  Advisory  Council  recommendation. 

Peter  W.  Eccles 


50 


ANNEX  A 
RELEVANT  STATUTORY  PROVISIONS 

TITLE  III— GENERAL  POWERS  AND  DUTIES 
OF  PUBLIC  HEALTH  SERVICE 

PART  A— RESEARCH  AND  INVESTIGATION 

IN  GENERAL 

(42  U.S.C.  241) 

Sec.  301.  The  Surgeon  General  shall  conduct  in  the  Service, 
and  encourage,  cooperate  with,  and  render  assistance  to  other  appro- 
priate public  authorities,  scientific  institutions,  and  scientists  in  the 
conduct  of,  and  promote  the  coordination  of,  research,  investigations, 
experiments,  demonstrations,  and  studies  relating  to  the  causes,  diag- 
nosis, treatment,  control,  and  prevention  of  physical  and  mental  dis- 
eases and  impairments  of  man,  including  water  purification,  sewage 
treatment,  and  pollution  of  lakes  and  streams.  In  carrying  out  the 
foregoing  the  Surgeon  General  is  authorized  to — 

(a)  Collect  and  make  available  through  publications  and  other 
appropriate  means,  information  as  to,  and  the  practical  application 
of,  such  research  and  other  activities ; 

(b)  Make  available  research  facilities  of  the  Service  to  appro- 
priate public  authorities,  and  to  health  officials  and  scientists  engaged 
in  special  study ; 

(c)  Establish  and  maintain  research  fellowships  in  the  Service 
with  such  stipends  and  allowances,  including  traveling  and  subsistence 
expenses,  as  he  may  deem  necessary  to  procure  the  assistance  of  the 
most  brilliant  and  promising  research  fellows  from  the  United  States 
and  abroad ; 

(d)  48  Make  grants-in-aid  to  universities,  hospitals,  labora- 
tories, and  other  public  or  private  institutions,  and  to  individuals  for 
such  research  or  research  training  projects  as  are  recommended  by  the 
National  Advisory  Health  Council,  or,  with  respect  to  cancer,  recom- 
mended by  the  National  Advisory  Cancer  Council,  or,  with  respect  to 
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mental  health,  recommended  by  the  National  Advisory  Mental  Health 
Council,  or,  with  respect  to  heart  diseases,  recommended  by  the  Na- 
tional Advisory  Heart  Council,  or,  with  respect  to  dental  diseases  and 
conditions,  recommended  by  the  National  Advisory  Dental  Research 
Council,  and  include  in  the  grants  for  any  such  project  grants  of  pen- 
icillin and  other  antibiotic  compounds  for  use  in  such  project;  and 
make,  upon  recommendation  of  the  National  Advisory  Health  Coun- 
cil, grants-in-aid  to  public  or  nonprofit  universities,  hospitals,  labora- 
tories, and  other  institutions  for  the  general  support  of  their  research 
and  research  training  programs:  Provided,  That  such  uniform  per- 
centage, not  to  exceed  15  per  centum,  as  the  Surgeon  General  may 
determine,  of  the  amounts  provided  for  grants  for  research  or  research 
training  projects  for  any  fiscal  year  through  the  appropriations  for 
the  National  Institutes  of  Health  may  be  transferred  from  such  appro- 
priations to  a  separate  account  to  be  available  for  such  research  and 
research  training  program  grants-in-aid  for  such  fiscal  year ; 

(e)  Secure  from  time  to  time  and  for  such  periods  as  he  deems 
advisable,  the  assistance  and  advice  of  experts,  scholars,  and  con- 
sultants from  the  United  States  and  abroad ; 

(f)  For  purposes  of  study,  admit  and  treat  at  institutions,  hos- 
pitals, and  stations  of  the  Service,  persons  not  otherwise  eligible  for 
such  treatment ; 

(g)  Make  available,  to  health  officials,  scientists,  and  appro- 
priate public  and  other  nonprofit  institutions  and  organizations,  tech- 
nical advice  and  assistance  on  the  application  of  statistical  methods 
to  experiments,  studies,  and  surveys  in  health  and  medical  fields ;  and 

"(h)  Enter  into  contracts  during  the  fiscal  year  ending  June  30, 
1966,  and  each  of  the  two  succeeding  fiscal  years,  including  contracts 
for  research  in  accordance  with  and  subject  to  the  provisions  of  law 
applicable  to  contracts  entered  into  by  the  military  departments  under 
title  10,  United  States  Code,  sections  2353  and  2354,  except  that  de- 
termination, approval,  and  certification  required  thereby  shall  be  by 
the  Secretary  of  Health,  Education,  and  Welfare;  and". 

(i)  Adopt,  upon  recommendation  of  the  National  Advisory 
Health  Council,  or,  with  respect  to  cancer,  upon  recommendation  of 
the  National  Advisory  Cancer  Council,  or  with  respect  to  mental 
health,  upon  recommendation  of  the  National  Advisory  Mental  Health 
Council,  or,  with  respect  to  heart  diseases,  upon  recommendation  of 
the  National  Advisory  Heart  Council,  or,  with  respect  to  dental  dis- 
eases and  conditions,  upon  recommendations  of  the  National  Advisory 
Dental  Research  Council,  such  additional  means  as  he  deems  necessary 
or  appropriate  to  carry  out  the  purposes  of  this  section. 
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TITLE  IV— NATIONAL  RESEARCH 
INSTITUTES  103 

PART  A— NATIONAL  CANCER  INSTITUTE  104 

TO  BE  A  DIVISION  IN  NATIONAL  INSTITUTES105  OF  HEALTH 

(42  U.S.C.  281) 

Sec.  401.  The  National  Cancer  Institute  shall  be  a  division  in  the  Na- 
tional Institutes 105  of  Health. 

CANCER  RESEARCH,  AND  SO  FORTH 
(42  U.S.C.  282) 

Sec.  402.  In  carrying  out  the  purposes  of  section  301  with  re- 
spect to  cancer,  the  Surgeon  General,  through  the  National  Cancer 
Institute  and  in  cooperation  with  the  National  Cancer  Advisory  Coun- 
cil, shall — 

(a)  conduct,  assist,  and  foster  researches,  investigations,  ex- 
periments, and  studies  relating  to  the  cause,  prevention,  and  methods 
of  diagnosis  and  treatment  of  cancer ; 

(b)  promote  the  coordination  of  researches  conducted  by  the 
Institute  and  similar  researches  conducted  by  other  agencies,  organi- 
zations, and  individuals ; 

(c)  provide  training  and  instruction  in  technical  matters  re- 
lating to  the  diagnosis  and  treatment  of  cancer ; 

(d)  provide  fellowships  in  the  Institute  from  funds  appro- 
priated or  donated  for  such  purpose ; 

(e)  secure  for  the  Institute  consultation  services  and  advice 
of  cancer  experts  from  the  United  States  and  abroad ; 

(f)  cooperate  with  State  health  agencies  in  the  prevention, 
control,  and  eradication  of  cancer ; 

(g)  procure,  use,  and  lend  radium  as  provided  in  section  403. 

ADMINISTRATION 

(42  U.S.C.  283) 

Sec.  403.  (a)  In  carrying  out  the  provisioins  of  section  402 
all  appropriate  provisions  of  section  301  shall  be  applicable  to  the 
authority  of  the  Surgeon  General,  and  he  is  authorized — 

(1)  to  purchase  radium,  from  time  to  time  without  regard  to 
section  3709  of  the  Revised  Statutes,  to  make  such  radium  available 
for  the  purposes  of  this  part,106  both  to  the  Service  and  by  loan  to  other 
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agencies  and  institutions  for  such  consideration  and  subject  to  such 
conditions  as  he  may  prescribe ; 

(2)  to  provide  the  necessary  facilities  where  training  and  in- 
struction may  be  given  in  all  technical  matters  relating  to  diagnosis 
and  treatment  of  cancer  to  persons  found  by  the  Surgeon  General  to 
have  proper  technical  qualifications,  and  designated  by  him  for  such 
training  or  instruction,  and  to  fix  and  pay  them  a  per  diem  allowance 
during  such  training  or  instruction  of  not  to  exceed  $10. 

(b)  The  Surgeon  General  shall  recommend  acceptance  of  con- 
ditional gifts  pursuant  to  section  501  of  this  Act,  for  study,  investiga- 
tion, or  research  into  the  cause,  prevention,  and  methods  of  diagnosis 
and  treatment  of  cancer,  or  for  the  acquistion  of  grounds  or  for  the 
erection,  equipment,  or  maintenance  of  premises,  buildings,  or  equip- 
ment of  the  Institute,  only  after  consultation  with  the  National  Cancer 
Advisory  Council.  Donations  of  $50,000  or  over  in  aid  of  research 
under  this  part 106  may  be  acknowledged  by  the  establishment  within 
the  Institute  of  suitable  memorials  to  the  donors. 

(c)  In  carrying  out  the  purposes  of  section  402  grants-in-aid 
for  cancer  projects  shall  be  made  only  after  review  and  recommenda- 
tion of  the  National  Cancer  Advisory  Council  made  pursuant  to  sec- 
tion 404. 

FUNCTIONS  OF  COUNCIL 
(42  U.S.C.  284) 

Sec.  404.  The  council  is  authorized — 

(a)  to  review  research  projects  or  programs  submitted  to  or 
initiated  by  it  relating  to  the  study  of  the  cause,  prevention,  or  meth- 
ods of  diagnosis  and  treatment  of  cancer,  and  certify  approval  to  the 
Surgeon  General,  for  prosecution  under  section  402,  of  any  such  proj- 
ects which  it  believes  show  promise  of  making  valuable  contributions 
to  human  knowledge  with  respect  to  the  cause,  prevention,  or  methods 
of  diagnosis  and  treatment  of  cancer ; 

(b)  to  collect  information  as  to  studies  which  are  being  carried 
on  in  the  United  States  or  any  other  country  as  to  the  cause,  preven- 
tion, and  methods  of  diagnosis  and  treatment  of  cancer,  by  corre- 
spondence or  by  personal  investigation  of  such  studies,  and  with  the 
approval  of  the  Surgeon  General  make  available  such  information 
through  the  appropriate  publications  for  the  benefit  of  health  agencies 
and  organizations  (public  or  private),  physicians,  or  any  other  scien- 
tists, and  for  the  information  of  the  general  public ; 

(c)  to  review  applications  from  any  university,  hospital,  lab- 
oratory, or  other  institution  whether  public  or  private,  or  from  indi- 
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viduals,  for  grants-in-aid  for  research  projects  relating  to  cancer,  and 
certify  to  the  Surgeon  General  its  approval  of  grants-in-aid  in  the  cases 
of  such  projects  which  show  promise  of  making  valuable  contributions 
to  human  knowledge  with  respect  to  the  cause,  prevention,  or  methods 
of  diagnosis  or  treatment  of  cancer ; 

(d)  to  recommend  to  the  Surgeon  General  for  acceptance  con- 
ditional gifts  pursuant  to  section  501  of  this  Act ;  and 

(e)  to  make  recommendations  to  the  Surgeon  General  with 
respect  to  carrying  out  the  provisions  of  this  part.107 

PART  B— NATIONAL  HEART  INSTITUTE  109 
ESTABLISHMENT  OF  INSTITUTE 

Sec.  411.  There  is  hereby  established  in  the  Public  Health 
Service  a  National  Heart  Institute  (hereafter  in  this  part  referred 
to  as  the  "Institute") . 

HEART  DISEASE  RESEARCH  AND  TRAINING 

Sec.  412.  In  carrying  out  the  purposes  of  section  301  with 
respect  to  heart  diseases  the  Surgeon  General,  through  the  Institute 
and  in  cooperation  with  the  National  Advisory  Heart  Council  (here- 
inafter in  this  part  referred  to  as  the  "Council") ,  shall — 

(a)  conduct,  assist,  and  foster  researches,  investigations,  ex- 
periments, and  demonstrations  relating  to  the  cause,  prevention,  and 
methods  of  diagnosis  and  treatment  of  heart  diseases ; 

(b)  promote  the  coordination  of  research  and  control  programs 
conducted  by  the  Institute,  and  similar  programs  conducted  by  other 
agencies,  organizations,  and  individuals ; 

(c)  make  available  research  facilities  of  the  Service  to  appro- 
priate public  authorities,  and  to  health  officials  and  scientists  engaged 
in  special  studies  related  to  the  purposes  of  this  part ; 

(d)  make  grants-in-aid  to  universities,  hospitals,  laboratories, 
and  other  public  or  private  agencies  and  institutions,  and  to  individ- 
uals for  such  research  projects  relating  to  heart  diseases  as  are 
recommended  by  the  Council,  including  grants  to  such  agencies  and 
institutions  for  the  construction,  acquisition,  leasing,  equipment,  and 
maintenance  of  such  hospital,  clinic,  laboratory,  and  related  facilities, 
and  for  the  care  of  such  patients  therein,  as  are  necessary  for  such 
research ; 

(e)  establish  an  information  center  on  research,  prevention, 
diagnosis,  and  treatment  of  heart  diseases,  and  collect  and  make  avail- 
able, through  publications  and  other  appropriate  means,  information 
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as  to,  and  the  practical  application  of,  research  and  other  activities 
carried  on  pursuant  to  this  part ; 

(f )  secure  from  time  to  time,  and  for  such  periods  as  he  deems 
advisable,  the  assistance  and  advice  of  persons  from  the  United  States 
or  abroad  who  are  experts  in  the  field  of  heart  diseases ; 

(g)  in  accordance  with  regulations  and  from  funds  appropri- 
ated or  donated  for  the  purpose  (1)  establish  and  maintain  research 
fellowships  in  the  Institute  and  elsewhere  with  such  stipends  and 
allowances  (including  travel  and  subsistence  expenses)  as  he  may 
deem  necessary  to  train  research  workers  and  procure  the  assistance  of 
the  most  brilliant  and  promising  research  fellows  from  the  United 
States  and  abroad,  and,  in  addition,  provide  for  such  fellowships 
through  grants,  upon  recommendation  of  the  Council,  to  public  and 
other  nonprofit  institutions;  and  (2)  provide  training  and  instruction 
and  establish  and  maintain  traineeships,  in  the  Institute  and  elsewhere 
in  matters  relating  to  the  diagnosis,  prevention,  and  treatment  of 
heart  diseases  with  such  stipends  and  allowances  (including  travel 
and  subsistence  expenses)  for  trainees  as  he  may  deem  necessary,  the 
number  of  persons  receiving  such  training  and  instruction,  and  the 
number  of  persons  holding  such  traineeships,  to  be  fixed  by  the  Coun- 
cil, and,  in  addition,  provide  for  such  training,  instruction,  and  train- 
eeships through  grants,  upon  recommendation  of  the  Council,  to 
public  and  other  nonprofit  institutions. 
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ANNEX  B 

RELEVANT  LEGISLATIVE  HISTORY  FOR  PUBLIC  LAW 

89-115 

PUBLIC  LAW  89-115 

89TH  CONGRESS,  H.R.  2984 

AUGUST  9,  1965 

An  Act 

To  amend  the  Public  Health  Service  Act  provisions  for  con- 
struction of  health  research  facilities  by  extending  the  expiration  date 
thereof  and  providing  increased  support  for  the  program,  to  authorize 
additional  Assistant  Secretaries  in  the  Department  of  Health,  Educa- 
tion, and  Welfare,  and  for  other  purposes. 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of 
the  United  States  of  America  in  Congress  assembled.  That  this  Act 
may  be  cited  as  the  "Health  Research  Facilities  Amendments  of  1965". 

CONTRACT  AUTHORITY 

Sec.  3.  Section  301  of  the  Act  is  amended  by  striking  out  "and" 
at  the  end  of  subsection  (g),  by  redesignating  subsection  (h)  as  sub- 
section (i),  and  by  inserting  immediately  before  such  subsection  the 
following  new  subsection : 

"(h)  Enter  into  contracts  during  the  fiscal  year  ending  June 
30,  1966,  and  each  of  the  two  succeeding  fiscal  years,  including  con- 
tracts for  research  in  accordance  with  and  subject  to  the  provisions  of 
law  applicable  to  contracts  entered  into  by  the  military  departments 
under  title  10,  United  States  Code,  sections  2353  and  2354,  except  that 
determination,  approval,  and  certification  required  thereby  shall  be  by 
the  Secretary  of  Health,  Education,  and  Welfare ;  and". 

SENATE  REPORT— 89TH  CONGRESS,  N-367-U.S.  CODE, 
CONG.  &  ADMIN.  NEWS,  1ST  SESSION 

RESEARCH  CONTRACT  AUTHORITY 

The  legislation  provides  authority  for  the  Public  Health  Serv- 
ice to  enter  into  contracts  for  research  and  would  also  authorize  the 
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Public  Health  Service  to  utilize  certain  research  contract  authorities 
available  to  the  Department  of  Defense.  At  the  present  time,  the 
Public  Health  Service  Act  does  not  provide  authority  for  the  making 
of  research  contracts  in  the  conduct  of  PHS  research  programs.  The 
research  contract  authority  utilized  by  the  Public  Health  Service  is 
provided  in  "point  of  order"  language  which  appears  in  the  annual 
appropriation  act. 

This  increase  in  research  contracts  can  be  directly  related  to  the 
great  expansion  in  the  supply  of  fundamental  knowledge  in  the  bio- 
medical field — an  expansion  that  has  been  stimulated  and  nurtured 
by  the  rapid  rise  in  Federal  support  for  health-related  research.  The 
progress  in  the  advance  of  basic  knowledge — largely  financed  through 
research  grants — has  created  the  potential  for  the  undertaking  of 
a  variety  of  deliberate  developmental  and  applied  research  activities. 
While  the  grant  mechanism  has  been  appropriate  for  the  support  of 
research  projects  which  are  aimed  at  increasing  the  broad  base  of 
biomedical  knowledge  and  which  are  initiated  by  nonprofit  educa- 
tional and  research  institutions,  research  activities  of  a  developmental 
or  applied  research  nature  can  be  more  effectively  financed  through 
research  contracts.  The  contract  mechanism  allows  greater  control 
over  the  course  of  technical  activity  and  access  to  new  kinds  of  engi- 
neering and  scientific  talent. 

Examples  of  research  activities  which  can  be  most  effectively 
pursued  through  the  use  of  research  contracts  are  the  development 
of  vaccines  for  respiratory  diseases,  the  furtherance  of  applied  re- 
search in  the  viral  etiology  of  cancer,  and  the  design  and  development 
of  artificial  organs  such  as  the  mechanical  heart  and  artificial  lung, 
improved  methods  of  hemodialysis  to  save  lives  threatened  by  diseased 
kidneys,  and  development  of  new  means  for  coping  with  environmental 
hazards. 

The  search  for  chemical  agents  which  fight  the  spread  of  cancer, 
large  coordinated  studies  aimed  at  identifying  the  causes  of  birth 
defects,  the  development  of  automated  hospital  systems,  and  the  use 
of  computers  in  clinical  testing  are  other  examples  where  hope  exists 
that  developmental  and  applied  research  activities  can  produce  practi- 
cal results. 

As  developmental  opportunities  such  as  these  evolve,  the  Public 
Health  Service  will  need  to  draw  more  heavily  upon  the  kind  of 
technical  capability  industry  has  brought  to  bear  in  other  fields,  such 
as  the  aerospace  and  defense-related  programs.  Since  it  is  the  con- 
sidered policy  of  the  Department  of  Health,  Education,  and  Welfare, 
based  on  past  experience  that  contracts  are  the  most  desirable  means 
of  financing  research  activities  in  profit  organizations,  further  PHS 
exploitation  of  industrial  capabilities  in  health-related  fields  will  re- 
quire use  of  adequate  research  contract  authority. 
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LEGISLATIVE  HISTORY 

Increased  access  to  these  industrial  capabilities  through  the  con- 
tract mechanism  will  become  more  important  because  of  the  growing 
awareness  that  advances  in  the  physical  sciences  and  related  engineer- 
ing and  technological  capabilities  have  great  significance  for  further 
progress  in  health-related  research.  The  scope  of  potential  contribu- 
tions to  health  and  medicine  from  these  fields  is  very  broad,  ranging 
from  new  materials,  instrumentation,  and  electronics  to  the  applica- 
tion of  computer  technology  and  systems  analysis  concepts. 

In  providing  support  for  medical  research,  the  Congress  has 
given  high  priority  to  seeking  the  solution  to  the  health  problems  of 
the  American  people.  This  committee  believes  that  adequate  research 
contract  authority  is  an  essential  component  of  the  effort  against 
disease,  and  we  believe  that  the  health  research  area  will  benefit  from 
increased  use  of  the  research  contract  mechanism.  Strong  evidence 
of  the  effectiveness  of  contracts  in  financing  research  and  development 
activities  is  given  by  the  extensive  use  of  contracts  by  the  other  major 
Federal  research  supporting  agencies.  The  Public  Health  Service 
should  be  afforded  equivalent  flexibility  in  the  choice  of  the  most 
effective  financing  mechanism. 

The  bill  also  provides  the  Public  Health  Service  with  access 
to  two  additional  research  contract  authorities  presently  available  to 
the  Department  of  Defense.  The  first  of  these  authorities  would 
permit  payment  of  the  costs  of  construction  determined  to  be  neces- 
sary in  the  performance  of  a  research  contract.  Some  research  con- 
tracts require  highly  specialized  facilities  as  an  integral  part  of  the 
research  program.  A  current  example  is  the  special  protective  facili- 
ties required  for  continued  work  with  dangerous  and  infectious  agents 
encountered  in  the  important  research  effort  investigating  the  cancer- 
virus  relationship.  Without  such  authority,  these  research  contracts 
must  be  administered  within  restrictions  based  on  superficial  distinc- 
tions between  "temporary"  and  "permanent"  improvements.  These 
artificial  distinctions  result  in  the  expenditure  of  additional  money 
with  no  productive  effect  on  the  performance  of  the  contract. 

The  second  authority  requested  would  provide  for  the  indemni- 
fication of  contractors  against  claims  which  arise  out  of  direct  per- 
formance of  the  contract  and  which  are  the  result  of  a  risk  which  the 
contract  defines  as  unusually  hazardous.  This  type  of  contract  pro- 
vision is  often  required  if  a  contractor  is  to  be  induced  to  undertake 
work  which  involves  the  handling  of  live  viruses  or  the  exposure  to 
poisonous  compounds.     This  authority  has  been  available  to  the  Pub- 
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lice  Health  Service  for  a  number  of  years  through  temporary  point- 
of  -order  language  in  the  appropriation  act. 

Under  the  new  subsection  of  (h)  of  section  301  of  the  Public 
Health  Service  Act,  research  or  development  contracts  could  contain 
provisions  to  indemnify  contractors  against  claims  by  third  persons 
from  the  risks  that  the  contract  defines  as  unusually  hazardous  and 
against  loss  of  or  damage  to  property  from  a  risk  defined  as  unusually 
hazardous.  So  as  not  to  substitute  Federal  indemnity  for  the  con- 
tractor's normal  insurance  or  self-insurance  programs,  it  is  the  intent 
of  the  committee  that  the  governmental  indemnity  extended  to  Public 
Health  Service  contractors  not  be  substituted  for  the  insurance  or 
self-insurance  programs  normally  maintained  by  such  contractors. 
Indemnity  should  not  be  provided  in  lieu  of  available  private 
insurance. 

Section  3  of  the  reported  bill  would  insert  immediately  before 
the  last  paragraph  of  section  301  of  the  Public  Health  Service  Act  a 
new  paragraph. 

This  new  paragraph  would  clarify  existing  authority  under 
section  301  by  specifically  authorizing  the  Surgeon  General  to  enter 
into  contracts  in  carrying  out  the  duties  imposed  upon  him  by  such 
section  301.  Those  duties  are  to  conduct  in  the  Public  Health  Service, 
and  encourage,  cooperate  with,  and  render  assistance  to  other  appro- 
priate public  authorities,  scientific  institutions,  and  scientists  in  the 
conduct  of,  and  promote  the  coordination  of,  research,  investigations, 
experiments,  demonstrations,  and  studies  relating  to  the  causes,  diag- 
nosis, treatment,  control,  and  prevention  of  physical  and  mental 
diseases  and  impairments  of  man,  including  water  purification,  sewage 
treatment,  and  pollution  of  lakes  and  streams.  In  addition,  this  para- 
graph would  give  the  Surgeon  General  research  contract  authority 
similar  to  that  which  is  possessed  by  the  heads  of  military  departments 
under  the  provisions  of  sections  2353  and  2354  of  title  10  of  the  United 
States  Code.  Similar  authority  in  the  past  has  been  given  to  the 
Surgeon  General  in  appropriation  acts.  Under  this  authority,  a  con- 
tract for  research  *  could  provide  for  the  acquisition  or  construction  by, 
or  furnishing  to,  the  contractor,  of  research  facilities  and  equipment 
that  the  Secretary  of  Health,  Education,  and  Welfare  determines  to  be 
necessary  for  performance  of  the  contract.  The  facilities  and  equip- 
ment, and  specialized  housing  for  them,  could  be  acquired  or  con- 
structed at  the  expense  of  the  United  States,  and  could  be  lent  or  leased 
to  the  contractor  with  or  without  reimbursement,  or  could  be  sold  to 
him  at  fair  value.  No  new  construction  or  improvement  having  gen- 
eral utility  could  be  carried  out  under  this  authority.  Facilities  that 
could  not  be  readily  removable  or  separable  without  unreasonable  ex- 
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pense  or  unreasonable  loss  of  value  could  not  be  installed  or  constructed 
unless  special  provisions  were  included  in  the  contract  to  protect  the 
interests  of  the  United  States. 

Under  this  proposed  new  paragraph,  such  contracts  could  also, 
with  the  approval  of  the  Secretary  of  Health,  Education,  and  Welfare, 
contain  provisions  that  the  United  States  would  indemnify  the  con- 
tractor against  (1)  claims  (including  reasonable  expenses  of  litigation 
or  settlement)  by  third  persons,  including  employees  of  the  contractor, 
for  death,  bodily  injury,  or  loss  of  or  damage  to  property,  from  a  risk 
that  the  contract  defines  as  unusually  hazardous,  and  (2)  loss  of  or 
damage  to  property  of  the  contractor  from  a  risk  that  the  contract 
defines  as  unusually  hazardous,  but  only  to  the  extent  that  they  arise 
out  of  the  direct  performance  of  the  contract  and  to  the  extent  not 
compensated  by  insurance  or  otherwise.  Any  contract  having  such 
indemnification  provisions  would  also  have  to  provide  for  notice  to  the 
United  States  of  any  claim  or  suit  against  the  contractor  for  a  claim 
covered  by  such  provisions  and  control  of  or  assistance  in  the  defense  of 
such  suit  or  claim  by  the  United  States,  at  its  election.  No  indemnity 
payment  could  be  made  unless  the  Secretary  of  Health,  Education, 
and  Welfare,  or  an  officer  or  employee  of  the  Department  of  Health, 
Education,  and  Welfare  designated  by  him,  certified  that  the  amount 
of  the  payment  was  just  and  reasonable.  Indemnification  payments 
under  such  contracts  would  be  made  from  (1)  funds  obligated  for  the 
performance  of  the  contract  concerned,  (2)  funds  available  for  re- 
search and  not  otherwise  obligated,  or  (3)  funds  appropriated  for  such 
payments. 

HOUSE  EEPOET  NO.  247,  89th  CONG.,  1st  SESSION 

Research  contract  authority  has  been  available  to  the  Public 
Health  Service  through  "point-of-order"  language  contained  in  the 
annual  appropriation  acts  since  fiscal  year  1957.  The  program  of 
research  contracts  based  on  this  temporary  authority  has  increased 
steadily  in  size  and  importance. 

Under  existing  law,  except  with  respect  to  specific  authorization 
contained  in  the  1965  appropriation  act  for  cancer  research,  the 
research  contract  authority  granted  to  the  Public  Health  Service  does 
not  permit  the  use  of  contract  funds  for  permanent  improvements. 
Authority  to  provide  for  permanent  improvements  through  research 
contracts  is  available  to  other  major  Federal  research-supporting 
agencies  including  the  National  Science  Foundation,  the  Department 
of  Defense,  and  the  Atomic  Energy  Commission. 

The  reported  bill  would  authorize  the  Public  Health  Service 
to  enter  into  contracts  for  research  or  development  (or  both)  during 
the  fiscal  years  1966, 1967,  and  1968,  subject  to  an  annual  authorization 
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ceiling  of  $43  million,  including  contracts  providing  for  indemnifica- 
tion of  contractors  as  now  authorized  in  the  case  of  the  military 
departments  by  10  U.S.C.  2354,  and,  when  necessary  for  the  perform- 
ance of  the  contract,  the  inclusion  in  a  research  contract  of  provisions 
for  the  construction  of  facilities  available  to  the  military  departments 
under  10  U.S.C.  2353. 

The  research  contract  is  considered  by  the  Public  Health 
Service  to  be  the  appropriate  mechanism  for  the  financing  of  research 
and  development  activities  in  non-Federal  organizations  when  the 
activity  is  undertaken  at  the  request  of  the  Public  Health  Service,  and 
is  directed  to  the  accomplishment  of  specific  research  objectives  of  the 
Public  Health  Service.  In  contrast,  the  research  grant  is  considered 
more  appropriate  for  the  support  of  research  initiated  by  a  non- 
Federal  institution  or  individual,  and  directed  toward  the  accomplish- 
ment of  the  research  purposes  of  that  institution  or  individual.  In 
addition,  research  contracts  are  also  used  by  the  Public  Health  Service 
for  the  financing  of  all  research  activities  conducted  by  profitmaking 
organizations. 

The  committee  is  aware  that  there  has  been  some  criticism  of  the 
research  contract  mechanism  used  by  the  Public  Health  Service,  and 
has  therefore  provided  a  3-year  limitation  on  this  authority  and  has 
placed  a  ceiling  on  the  funds  which  may  be  obligated  under  this 
program. 

Recently  a  committee  known  as  the  Wooldridge  Committee 
issued  a  report  discussing  among  other  things  research  contracts 
entered  into  by  the  National  Institutes  of  Health.  The  committee 
expects  to  study  this  problem  further  and,  in  order  to  prevent  disrup- 
tion of  ongoing  programs,  has  provided  the  limited  authorization 
contained  in  the  bill. 

CONFERENCE  REPORT  NO.  677 
STATEMENT  OF  THE  MANAGERS  ON  THE  PART  OF 

THE  HOUSE 

CONTRACT  AUTHORITY 

The  House  bill  authorized  the  Surgeon  General  to  carry  out  his 
responsibilities  under  section  301  of  the.  Public  Health  Service  Act 
by  entering  into  contracts,  including  contracts  for  research  subject 
to  the  provisions  of  law  applicable  to  the  military  departments, 
subject  to  an  overall  ceiling  of  $43  million  for  any  one  fiscal  year,  with 
a  3-year  authorization.  The  Senate  amendment  provided  the  same 
authority,  but  deleted  both  the  limitation  as  to  time  and  the  limitation 
as  to  obligational  authority.  Similar  authority  has  been  provided 
hereofore  by  "point-of-order"  language  contained  annually  in 
appropriation  acts. 
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The  conference  agreement  retains  the  3 -year  limitation 
contained  in  the  House  amendment,  but  deletes  the  ceiling  on  obliga- 
tional  authority.  Of  course,  the  3-year  limitation  applies  only  to  the 
duration  of  the  authority  to  enter  into  contracts,  and  does  not  limit 
the  duration  of  the  contracts  themselves.  It  is  expected  that  the  opera- 
tions of  the  contract  authority  will  be  carfully  reviewed  when  a 
request  for  the  extension  of  this  authority  is  made  in  the  future. 

In  all  other  respects  the  conference  substitute  is  identical  to  the 
House  bill. 

Oren  Harris,  John  J.  Gilligan, 

Leo  W.  O'Brien,  William  L.  Springer, 

Paul  G.  Rogers,  Ancher  Nelsen, 

David  E.  Satterfteld  III,  Tim  Lee  Carter, 


James  A.  Mackay, 


Managers  on  the  Part  of  the  House. 


STATEMENTS    ON   HOUSE    AND    SENATE    FLOORS    RE 
PUBLIC  LAW  89-115 

[May  10, 1965,  Congressional  Record — House,  9619] 
RESEARCH  CONTRACT  AUTHORITY 

Section  3  of  the  bill,  as  I  mentioned  before,  is  an  extension  of 
the  existing  program  under  which  the  Public  Health  Service  is  au- 
thorized to  enter  into  contracts  to  carry  out  the  purposes  of  section  301 
of  the  Public  Health  Service  Act. 

This  section  contains  broad  general  authority  to  the  Surgeon 
General  to  deal  with  his  responsibilities  under  the  act.  It  provides : 
The  Surgeon  General  shall  conduct  in  the  Service,  and  encour- 
age, cooperate  with,  and  render  assistance  to  other  appropriate  public 
authorities,  scientific  institutions,  and  scientists  in  the  conduct  of, 
and  promote  the  coordination  of,  research,  investigations,  experiments, 
demonstrations,  and  studies  relating  to  the  causes,  diagnosis,  treat- 
ment, control,  and  prevention  of  physical  and  mental  diseases  and 
impairments  of  man,  including  water  purification,  sewage  treatment, 
and  pollution  of  lakes  and  streams. 

The  amendment  made  by  section  3  of  the  bill  will  add  a  new 
subsection  to  section  301  which  will  provide  that  the  Surgeon  General 
may,  in  carrying  out  his  duties,  under  section  30,  use  the  mech- 
anism of  entering  into  contracts  including  contracts  for  research 
or  development  under  authority  similar  to  that  possessed  by  the  heads 
of  military  departments  under  title  10  of  the  United  States  Code. 
The  sections  of  title  10  referred  to  are  set  out  for  the  information  of 
Members  of  the  House  on  pages  19  and  20  of  the  committee  report. 

Under  these  sections,  a  contract  for  research  could  provide  for 
acquisition  or  construction  by,  or  furnishing  to,  the  contractor  of  re- 
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search  facilities  and  equipment  which  the  Secretary  of  Health,  Edu- 
cation, and  Welfare  determines  to  be  necessary  for  performance  of 
the  contract.  The  facilities  that  could  not  be  readily  removable  or 
separable  without  unreasonable  expense  could  not  be  installed  unless 
special  provisions  were  included  in  the  contract  to  protect  the  interests 
of  the  United  States.  In  addition,  such  contracts  could  also  contain 
provisions  to  indemnify  contractors  against  claims  by  third  persons 
from  risks  that  the  contract  defines  as  unusually  hazardous  and  against 
loss  of  or  damage  to  property  from  a  risk  defined  as  unusually 
hazardous. 

Members  may  have  noted  that  the  authority  in  section  301,  which 
is  amended  by  the  bill,  is  extremely  broad.  In  providing  permanent 
authorization  for  contract  authority,  our  committee  has  provided  a 
limitation  on  this  authority  so  that  the  administration  will  have  to 
return  in  3  years  and  justify  the  continuation  of  this  program.  In 
addition,  we  have  placed  an  overall  ceiling  on  the  amount  of  obliga- 
tions which  may  be  incurred  during  any  fiscal  year  pursuant  to  this 
new  authority.  I  expect  that  the  obligations  under  this  contract  au- 
thority both  in  the  past  and  in  the  future  will  be  looked  into  by  the 
special  subcommittee  headed  by  the  gentleman  from  Florida  [Mr. 
Rogers],  and  we  will  review  the  legislative  authorization  3  years  from 
now  when  we  receive  the  expected  request  from  the  administration 
for  the  further  extension  of  the  program  .  .  . 

We  are,  of  course,  aware  that  there  has  been  some  criticism  of 
the  research  contract  mechanism  used  by  the  Public  Health  Service. 
That  is  one  of  the  reasons  we  provided  a  3-year  limitation  on  this 
authority  iand  have  placed  a  ceiling  on  the  funds  which  may  be  obli- 
gated under  this  program. 

[9620,  Congressional  Record— House,  May  10,  1965] 

As  a  part  of  this  report,  the  committee  expressed  some  criticism 
of  the  collaborative  research  programs  conducted  by  the  National 
Institutes  of  Health. 

The  review  panel  of  the  Committee  which  studied  the  NIH 
collaborative  programs  expressed  some  criticism  of  the  contractual 
mechanism  for  research,  directed  in  large  measure  to  the  administra- 
tion of  these  contracts.  The  review  panel,  however,  recognized  that 
the  research  contract  is  desirable  under  some  circumstances,  and 
stated — page  88  of  the  Wooldridge  report : 

In  general,  then,  we  recognize  the  usefulness  of  the  contract 
mechanism  for  those  situations  in  which  a  concerted  developmental 
effort  is  indicated. 

The  committee  expects  to  study  the  matters  raised  in  the  Woold- 
ridge report  in  the  near  future,  and  particularly  operations  under  the 
contract  authority  as  carried  out  in  the  past  and  as  extended  in  this 
legislation.     Pending  the  completion  of  the  committee's  proposed 
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study  of  this  and  other  matters  relating  to  the  Public  Health  Service, 
the  committee  has  extended  the  contract  authority  requested  by  the 
Department  for  3  years  at  fiscal  1964  levels  of  appropriations  utilized 
for  the  National  Institutes  of  Health. 

Mr.  Chairman,  the  committee  reported  this  bill  unanimously, 
and  we  hope  it  will  be  adopted. 

Mr.  SPRINGER.  Mr.  Chairman,  I  yield  myself  such  time  as 
I  may  consume. 

In  the  year  1956,  only  3  years  after  the  Department  of  Health, 
Education,  and  Welfare  was  organized,  a  system  of  grants  for  health 
research  facilities  was  instituted.  Starting  off  modestly,  it  enjoyed 
such  success  with  the  universities,  the  medical  schools,  and  the  scien- 
tific community  generally  that  by  1961  these  grants  amounted  to  $50 
million  a  year.  Research  in  the  health  field  has  always  been  an  in- 
herent activity  where  medical  education  was  taking  place.  Most  of 
the  important  medical  discoveries  of  recent  times  have  come  from  our 
universities  producing  graduate  doctors.  The  principle  has  become 
so  well  accepted  that  no  medical  school  is  complete  without  a  broad 
and  meaningful  research  program. 

The  88th  Congress  passed  the  medical  education  bill,  the  pur- 
pose of  which  was  to  provide  more  facilities  for  the  education  of 
doctors  and  other  medical  professionals.  There  is  every  indication 
that  this  program  will  pay  off  as  planned.  As  more  facilities  are 
created  for  the  education  of  doctors,  more  research  facilities  are  also 
needed.  At  the  present  time  there  is  a  backlog  of  approved  projects 
amounting  to  $80  million.  As  the  bill  came  to  the  committee  it  con- 
tained no  ceiling  on  expenditures  and  would  have  continued  for  5  more 
years.  In  keeping  with  precedent,  the  committee  limited  the  program 
to  3  years  and  placed  an  overall  ceiling  of  $280  million  for  that  period. 
This  should  take  care  of  the  bulge  created  by  the  expansion  in  medical 
education.  Although  it  is  generally  understood,  it  should  be  said  that 
the  main  purpose  of  health  research  facilities  is  not  to  give  research 
experience  to  students  and  professors,  but  to  produce  basic  knowledge 
and  new  procedures  to  combat  the  diseases  of  mankind. 

The  bill  also  provides  for  authority  to  make  contracts  for  the 
conduct  of  research  and  other  purposes.  The  Department  has  been 
exercising  this  kind  of  authority  for  several  years  by  virtue  of  lan- 
guage in  the  appropriations  bill.  I  am  informed  that  the  Appropri- 
ations Committee  had  given  notice  that  this  practice  could  not 
continue  and  that  proper  legislative  authority  should  be  obtained.  The 
request  itself  was  very  simple,  but  trying  to  discover  exactly  how  the 
authority  had  been  used  turned  out  to  be  very  difficult.  The  budget 
language  was  so  mushy  that  no  specific  figure  could  be  determined. 
As  far  as  one  could  tell  from  examination  of  the  budget  submission 
and  the  conclusion  drawn  by  the  Wooldridge  report,  the  contracts 
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authority  had  been  used  almost  entirely  for  cancer  research  and  the 
development  of  vaccines  by  NIH.  A  book  containing  all  of  the  out- 
standing contracts  of  this  kind  was  submitted,  and  it  appeared  that 
$43  million  would  cover  the  activity.  Later  we  discovered  that  the 
Department  had  intended  to  expand  the  use  of  the  contract  device 
and  would  spend  over  $60  million  in  the  next  year  and  about  $90 
million  in  the  following  year. 

Examination  of  the  report  to  the  President,  called  "Biomedical 
Science  and  its  Administration,"  otherwise  known  as  "the  Wooldridge 
report,"  disclosed  that  the  use  of  the  contract  authority  for  health 
research  projects  is  the  weakest  spot  in  NIH  administration.  It  sug- 
gests further  examination  of  the  subject.  It  does,  however,  indicate 
that  the  use  of  this  device  to  obtain  health  research  has  much  to  be 
said  for  it  when  properly  handled. 

A  great  deal  of  the  research  in  the  health  area  can  be  and  is 
done  through  grants  to  institutions  and  individuals.  The  success  of 
this  device  depends  entirely  upon  the  desire  of  the  individual  scientists 
or  the  group  of  scientists  to  pursue  the  line  of  research  suggested. 
There  are  many  kinds  of  activities  which  will  require  intensive  and 
continuing  research  under  the  supervision  and  control  of  the  Public 
Health  Service.     This  can  best  be  done  by  contracts  with  industry. 

A  good  example  of  research  activity  conduct  under  contract  is  the 
operation  of  Oak  Ridge  for  the  Atomic  Energy  Commission  by  the 
Union  Carbide  Co.  I  do  not  feel  that  there  is  any  need  for  concern 
at  the  present  time  about  granting  this  authority.  There  does  need  to 
be  more  explanation  and  considerably  more  light  on  the  entire  subject. 
I  have  no  doubt  that  this  entire  operation  will  now  be  well  ventilated. 
Meanwhile  the  committee  has  recommended  that  the  authority  be  re- 
examined in  3  years  and  that  during  this  period  the  use  of  the  contract 
authority  for  all  purposes  within  HEW  be  limited  to  $43  million  per 
year.  This  will  avoid  the  possible  cutting  back  of  desirable  projects 
already  well  underway,  but  will  prevent  any  expansion  in  this  area 
until  we  can  learn  more  about  it. 

An  entirely  different  and  unrelated  subject  contained  in  this  bill 
would  allow  for  the  appointment  of  three  new  Assistant  Secretaries 
within  the  Department  of  Health,  Education,  and  Welfare.  I  am 
sure  there  is  some  feeling  within  the  Committee  and  elsewhere  that 
the  justification  for  these  positions  is  weak.  It  has  been  demonstrated 
many  times  in  Government  that  the  right  people  with  the  wrong  orga- 
nization can  do  nearly  anything,  while  the  wrong  people  with  the  per- 
fect organization  accomplish  little.  There  are  strong  arguments  for 
the  general  proposition  that  HEW  needs  more  leadership  at  the  policy 
level.  The  Department  has  grown  tremendously  and  the  emphasis  on 
health  and  education  in  the  legislation  of  recent  years  has  multiplied 
the  workload  of  HEW  by  many  times.     This  factor  and  a  comparison 

66 


with  other  departments  would  seem  to  justify  the  existence  of  policy- 
making personnel  responsible  to  the  Secretary.  There  has  been  some 
tendency  in  this  particular  Department,  however,  to  use  Assistant 
Secretaries  as  dumping  grounds  for  assorted  programs.  There  is  a 
definite  need  for  better  compartmentalization  and  unification  of  related 
activities.  We  are  willing  to  go  along  with  the  request,  but  we  are 
watching  with  interest  the  way  these  new  positions  are  used. 

I  recommend  the  passage  of  H.R.  2984. 

(Mr.  SPRINGER  asked  and  was  given  permission  to  revise  and 
extend  his  remarks.) 

Mr.  HARRIS.  Mr.  Chairman,  I  yield  such  time  as  he  may  desire 
to  the  gentleman  from  Florida  [Mr.  Rogers]  . 

Mr.  ROGERS  of  Florida.  Mr.  Chairman,  I  rise  in  support  of  this 
legislation.  This  extension  of  a  program  which  the  Congress  has 
already  wisely  acted  upon  is  needed  to  continue  the  success  already 
accomplished  through  State  and  Federal  cooperation.  As  a  member 
of  the  Interstate  and  Foreign  Commerce  Committee,  I  have  followed 
the  measure  before  the  House  closely,  and  urge  favorable  House  action 
on  it. 

H.R.  2984  does  allow  a  3-year  extension  of  the  health  research 
facilities  program  instead  of  allowing  a  standing  authority  for  an- 
nual appropriations  of  up  to  $50  million  per  year.  It  also  allows  for 
3  years  of  authority  of  the  Public  Health  Service  to  enter  into  research 
contracts  instead  of  the  existing  authorizations  now  allowed  each  year. 

This  new  basis  should  give  clear  direction  in  these  programs,  and 
set  down  guidelines  of  congressional  intent  in  a  positive  way. 

The  increasing  demands  for  medical  research,  along  with  the  rapid 
changes  in  research  methods,  give  logic  for  closer  coordination 
between  these  programs  and  the  Congress.  I  am  hopeful  that  the 
Congress  will  support  the  committee's  amendments  as  presented  in 
this  legislation. 

(Mr.  ROGERS  of  Florida  asked  and  was  given  permission  to 
revise  and  extend  his  remarks.) 

Mr.  CLEVELAND.  Mr.  Chairman,  I  am  pleased  to  support  H.R. 
2984,  which  will  extend  the  present  program  for  construction  of  health 
research  facilities  for  3  additional  years  and  provide  the  necessary  new 
means  for  carrying  out  the  program  with  the  greatest  efficiency. 

CONTRACTS  FOR  RESEARCH 

Sec.  3.  Section  301  of  the  Act  is  amended  by  striking  out  "and"  at 
the  end  of  subsection  (g),  by  redesignating  subsection  (h)  as  sub- 
section (i),  and  by  inserting  immediately  before  such  subsection  the 
following  new  subsection : 

"(h)  Enter  into  contracts  during  the  fiscal  year  ending  June  30, 
1966,  and  each  of  the  two  succeeding  fiscal  years,  involving  obligations 
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of  not  more  than  $43,000,000  for  any  such  fiscal  year,  including  con- 
tracts for  research  in  accordance  with  and  subject  to  the  provisions  of 
law  applicable  to  contracts  entered  into  by  the  military  departments 
under  title  10,  United  States  Code,  sections  2353  and  2354,  except  that 
determination,  approval,  and  certification  required  thereby  shall  be  by 
the  Secretary  of  Health,  Education,  and  Welfare ;  and"  .  .  . 

Mr.  HARRIS.     Mr.  Chairman,  I  move  to  strike  out  the  last  word. 

Mr.  Chairman,  I  wish  to  comment  further  on  the  limitation  of  $43 
million  on  the  expenditures  for  research  contracts.  I  should  like  for 
just  a  moment  to  make  some  comparisons  of  the  limitation  with  the 
current  budget.  Should  the  limit  of  $43  million  that  is  placed  on  ex- 
penditures by  the  Public  Service  Act  for  research  and  development 
contracts  during  fiscal  years  1966, 1967,  and  1968  remain,  the  effect  on 
the  current  public  health  service  research  program  and  on  plans  for 
the  further  development  of  these  programs  would  be  widespread  and 
significant. 

The  figure  $43  million  represents  the  applications  by  the  National 
Institute  of  Health  for  research  contracts  during  fiscal  year  1964. 
Since  the  proposed  limit  would  apply  to  all  bureaus  of  the  Public 
Health  Service  and  would  apply  to  fiscal  years  1966  through  1968,  the 
limit  would  have  the  effect  of  forcing  a  major  reduction  in  the  public 
health  service  research  contract  programs. 

I  intend  to  obtain  permission  when  we  get  back  in  the  House  to  in- 
clude at  this  point  in  the  Record  a  table  which  will  give  the  factual 
situation  for  our  own  use  and  information  as  this  matter  developed. 

Then  I  will  discuss  the  effect  on  the  current  contract  program  on  the 
future  program  development;  on  the  restriction  of  the  choice  of 
financing  mechanism  and  the  restriction  on  the  use  of  industrial  cap- 
ability applicable  to  health  programs. 

It  would  be  my  purpose  to  have  all  this  information  in  the  Record 
because  of  the  apparent  misunderstanding  to  which  I  alluded  earlier 
and  the  gentleman  from  Illinois  [Mr.  Springer]  referred  to  a  moment 
ago,  in  order  that  we  can  have  the  factual  information  regarding  this 
for  such  use  as  we  might  need  it  for  as  this  matter  progresses  through 
the  Congress. 

[May  10, 1965,  Congressional  Record — House  9621] 

I  will  also  put  into  the  Record  at  the  appropriate  place  a  full  dis- 
cussion, Mr.  Chairman,  of  the  research  contract  authority  for  these 
programs  of  the  Public  Health  Service.  I  think  it  is  important  be- 
cause the  gentleman  from  Florida  [Mr.  Rogers]  and  his  special  sub- 
committee will  go  into  all  of  these  problems.  They  are  making  an 
objective  study  of  the  entire  organizational  setup  of  the  Department. 
In  view  of  the  fact  that  we  had  the  Wooldridge  report  which  the  gen- 
tleman from  Minnesota  [Mr.  Nelsen]  inquired  about,  and  other  re- 
ports including  several  congressional  committee  reports,  and  in  view 
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of  all  of  the  work  of  this  great  and  important  Department  of  our  great 
Government,  we  intend  to  conduct  a  full  and  thorough  study  of  the 
problems.  All  this  information  should  be  made  available  in  connec- 
tion with  the  study  and  for  our  use  as  these  programs  are  considered. 
Mr.  Chairman,  I  include  the  material  referred  to  above  at  this  point : 

THE  EFFECT  ON  PUBLIC  HEALTH  SERVICE  RESEARCH  PROGRAMS  OF 
LIMITATION  ON  EXPENDITURES  FOR  RESEARCH  CONTRACTS 

COMPARISON  OF  LIMITATION  WITH  CURRENT  BUDGET 

If  a  limit  of  $43  million  is  placed  on  expenditures  by  the  Public 
Health  Service  for  research  and  development  contracts  during  fiscal 
years  1966,  1967,  and  1968,  the  effects  on  current  PHS  research  pro- 
grams and  on  plans  for  the  further  development  of  these  programs 
will  be  widespread  and  significant.  The  figure  of  $43  million  repre- 
sents the  obligations  by  the  National  Institutes  of  Health  for  research 
contracts  during  fiscal  year  1964.  Since  the  proposed  limit  would 
apply  to  all  bureaus  of  the  Public  Health  Service  and  would  apply  to 
fiscal  years  1966  through  1968,  the  limit  would  have  the  effect  of  forc- 
ing a  major  reduction  in  PHS  research  contract  programs. 

The  following  table  gives  the  total  obligations  for  PHS-negotiated 
contracts 1  for  fiscal  year  1964,  the  estimated  obligations  for  the  cur- 
rent fiscal  year,  and  estimated  obligations  for  fiscal  year  1966  based  on 
the  President's  budget  request : 

[In  thousands  of  dollars] 


Public  Health  Service  operating  bureaus 


Fiscal 
year 
1964 


Fiscal 
year 
1965 


Fiscal 
year 
1966 


Bureau  of  State  Services : 

Community  health 

Environmental  health 

National  Institutes  of  Health 

National  Center  for  Health  Statistics 
National  Library  of  Medicine 

PHS  total 


5,611 

4,624 

46,  259 

390 

535 


11,  895 
6,263 

60,  090 
362 
756 


21,  189 
8,028 

63,  398 
541 
976 


57,  419 


79,  366 


94,  132 


EFFECT  ON  CURRENT  CONTRACT  PROGRAMS 

The  cutback  resulting  from  the  proposed  limitation  would  require 
curtailment  or  limitation  of  a  number  of  current  PHS  research 


1  Negotiated  contracts  are  used  for  the  procurement  of  property  and  services  outside 
formal  advertised  bidding.  Such  negotiation  is  authorized  under  the  circumstances 
enumerated  In  sec.  302(2)  of  the  Federal  Property  and  Administrative  Services  Act  of 
1949  (41  U.S.C.  251-260). 
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activities  which  are  heavily  dependent  on  research  contracts.     Promi- 
nent examples  are : 

1.  The  National  Cancer  Institute  is  currently  launching  a  special 
program  aimed  at  a  systematic  exploration  of  the  possible  virus- 
leukemia  relationship.  For  fiscal  year  1965,  the  Congress  added  a 
special  $10  million  appropriation  to  start  this  program.  One  possible 
payoff  of  this  activity  is  the  development  of  a  vaccine  effective  against 
some  types  of  leukemia. 

2.  The  cancer  chemotherapy  program  seeks  to  identify  chemical 
agents  which  are  effective  against  various  forms  of  cancer.  The  pro- 
gram procures  large  numbers  of  chemical  agents  and  tests  them  for 
anti-cancer  effects.  Contracts  are  used  to  support  the  drug  develop- 
ment and  evaluation  phases  of  the  program  up  to  the  clinical  level. 

3.  The  environmental  health  sciences  program  includes  a  group 
of  contractual  community  studies  on  pesticides  in  which  the  com- 
munities were  selected  to  provide  a  range  of  different  pesticide  ex- 
posure situations  by  geographical  area,  type  of  pesticide,  method  of 
application,  and  other  factors. 

4.  The  National  Institutes  of  Allergy  and  Infectious  Diseases 
utilized  contracts  in  its  virus  reagents  programs  which  has  assumed 
increasing  importance  in  the  research  effort  against  respiratory 
diseases  of  vital  causation.  This  program  makes  available  stand- 
ardized reagents  for  numerous  agents  important  in  human  infections 
including  influenza.  A  contract  has  been  awarded  for  the  establish- 
ment of  a  reagent  storage  and  distribution  center.  The  NIAID  also 
uses  contracts  in  carrying  out  its  program  of  vaccine  development 
in  the  area  of  respiratory  disease. 

These  are  only  a  few  examples  of  the  many  scientific  and  technical 
activities  of  the  Public  Health  Service  carried  out  largely  through 
contracts. 

Since  the  ceiling  of  $43  million  is  approximately  $36  million  below 
the  current  level  of  PHS  research  contract  obligations,  the  PHS 
would  be  forced  to  cut  off  or  drastically  retrench  the  important  activi- 
ties described  above,  as  well  as  in  other  valuable  contract  programs. 

EFFECTS  ON  FUTURE  PROGRAM  DEVELOPMENT 

As  serious  as  the  cuts  in  current  programs  would  be,  a  more  pro- 
found effect  of  the  ceiling  and  its  continuation  through  fiscal  year 
1968  would  be  the  limitation  placed  on  the  ability  of  the  Public  Health 
Service  to  effectively  exploit  new  opportunities  presented  by  the 
advances  in  biomedical  sciences  and  the  potential  application  to  health 
problems  of  new  capabilities  derived  from  the  physical  sciences  and 
related  engineering  and  technological  fields.  Some  of  the  most  excit- 
ing prospects  for  the  application  of  scientific  knowledge  to  the  reduc- 
tion of  human  death  and  suffering  will  depend  on  extensive  use  of 
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the  contract  mechanism,  especially  when  the  use  of  industrial  capa- 
bility is  involved. 

The  opportunities  are  particularly  bright  at  this  time  because  of 
the  increasing  interest  of  industrial  firms  in  the  aerospace  and  elec- 
tronic fields  in  applying  their  sophisticated  technology  to  problems 
in  the  health  area.  During  the  summer  of  1964,  senior  NIH  staff 
reviewed  developmental  research  needs  in  the  health  area  to  identify 
specific  projects  which  might  put  to  high  priority  use  the  industrial 
R.  &  D.  capabilities  expected  to  become  excess  to  Department  of 
Defense  needs.  This  effort  was  stimulated  and  coordinated  by  an 
interagency  committee  on  Possibilities  and  Policies  for  Industrial 
Conversion,  headed  by  Mr.  Arthur  Barber,  Deputy  Assistant  Secre- 
tary of  Defense  for  Arms  Control. 

The  objectives  of  this  effort  were  threefold:  First,  to  encourage 
aerospace  and  other  defense-oriented  industries  to  diversify  their 
interests,  and  thereby  minimize  the  impact  of  defense  cuts  on  indi- 
vidual companies  and  on  the  geographic  area  dependent  on  these 
companies  for  employment;  second,  to  hold  together  the  industrial, 
scientific,  and  engineering  teams  that  had  already  contributed  so  much 
to  the  Nation  and  still  offered  unique  competencies;  and  third  (the 
basis  for  NIH  participation),  to  improve  the  quality  of  existing  Fed- 
eral programs  by  bringing  to  them  the  insights  and  proven  techniques 
of  advanced  industrial  research — particularly  the  systems  approach. 

NIH  scientists  identified  many  promising  uses  for  these  R.  &  D. 
capabilities  in  the  health  research  area.  From  the  many  proposals 
made,  eight  project  areas  involving  a  first-year  expenditure  totaling 
$17  million  and  a  second-year  level  of  $75  million  plus  were  selected 
for  submission  to  the  Barber  Committee.  A  more  detailed  descrip- 
tion of  these  opportunities  has  been  supplied  to  the  House  Appro- 
priation Committee  as  a  part  of  the  hearings  of  the  budget  for  fiscal 
year  1966.  A  listing  of  these  projects  is  attached.  The  conduct  of 
all  of  these  activities  was  predicated  on  the  use  of  research  contract 
authority. 

RESTRICTION   ON   THE   CHOICE   OF  FINANCING  MECHANISM 

One  of  the  serious  effects  of  the  ceiling  on  the  use  of  research  con- 
tracts would  be  the  restriction  placed  on  program  managers  in 
choosing  the  financing  mechanism  most  appropriate  for  effective 
conduct  of  a  given  research  or  development  program.  The  rapid 
increase  during  recent  years  in  the  use  of  research  contracts  by  the 
PHS  is  the  cumulative  result  of  individual  program  decisions  that 
the  contract  was  the  preferable  mechanism  for  carrying  out  the  par- 
ticular program  purpose.  This  trend  also  reflected  the  maturing  of 
the  biomedical  sciences  as  developmental  opportunities,  aimed  at 
applying  knowledge  to  health  problems,  became  more  common.     The 
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increased  use  of  contracts  also  reflected  the  growing  involvement  of 
industrial  capability  in  PHS  programs. 

If  the  use  of  contracts  is  restricted,  the  choice  of  mechanism  may 
in  fact  be  the  determinant  factor  in  program  decisions.  We  believe 
that  the  missions  of  the  PHS  can  be  more  efficiently  carried  out  if  the 
choice  of  mechanism  results  from  rather  than  determines  the  program 
decision. 

RESTRICTION  ON  THE  USE  OF  INDUSTRIAL  CAPABILITY  APPLICABLE 
TO  HEALTH  PROBLEMS 

The  most  specific  and  potentially  the  most  serious  problem  pre- 
sented by  a  limitation  on  the  use  of  research  contracts  would  be  prac- 
tical elimination  of  further  involvement  of  industrial  firms  in  the 
health-related  programs  which  are  the  responsibility  of  the  PHS. 
Since  the  pharmaceutical  firms,  the  aerospace  industries,  and  elec- 
tronic and  computer  firms  have  so  much  to  offer  in  the  future  evolu- 
tion of  the  national  medical  research  effort,  and  since  the  industries 
are  expressing  increased  interest  in  applying  their  capabilities  to 
these  problems,  the  wisest  course  would  seem  to  be  to  seek  maximum 
utilization  of  this  vast  potential  in  achieving  the  health  objectives 
set  forth  for  the  Public  Health  Service  in  its  basic  enabling  legisla- 
tion. Because  the  contract  is  the  only  mechanism  appropriate  for 
the  financing  of  research  in  profitmaking  firms,  increased  use  of 
contracts  by  the  PHS  is  totally  consistent  with  present  program 
trends  and  f  arsighted  program  direction. 

The  Public  Health  Service  should  be  in  a  position  to  draw  on  the 
creativity  of  American  free  enterprise  in  seeking  the  solution  to  the 
health  problems  which  have  been  given  high  priority  by  this  admin- 
istration and  the  Congress.  In  so  doing,  the  PHS  would  be  following 
the  productive  pattern  of  collaboration  between  Government  and 
industry  which  is  already  firmly  established  in  the  other  major  fields 
of  research  and  development  receiving  significant  support  from  the 
Federal  Government. 

[9622  Congressional  Record — House  May  10,  1965] 

THE  IMPORTANCE  OF  RESEARCH  CONTRACT  AUTHORITY  FOR  THE 
PROGRAMS  OF  THE  PUBLIC  HEALTH  SERVICE 

THE  EXPANSION  OF  THE  KNOWLEDGE  BASE 

In  the  first  15  years,  a  strong  foundation  of  quality  research  activ- 
ities in  the  sciences  related  to  health  has  been  developed,  largely 
through  the  rapid  rise  in  Federal  support  for  health-related  research. 
During  this  period,  the  major  emphasis  of  Public  Health  Service 
research  support  programs  has  been  the  strengthening  of  the  research 
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and  research-training  capabilities  of  universities,  medical  schools,  and 
other  nonprofit  research  institutions  in  the  health-related  sciences. 
Federal  research  support  directed  toward  the  development  and  con- 
tinued functioning  of  this  broadly  based  research  structure  in  the 
biomedical  sciences  has  been  provided  primarily  through  the  grant-in- 
aid  mechanism.  This  instrument  is  most  responsive  to  the  initiatives 
and  priorities  set  by  the  scientists  in  these  non-Federal  institutions. 

THE  EMERGING  OPPORTUNITIES  FOR  DEVELOPMENTAL  EFFORTS 

The  productivity  of  these  non-Federal  research  programs,  sup- 
ported in  the  public  interest  by  PHS  funds,  has  contributed  in  many 
ways  to  our  understanding  of  basic  disease  and  life  processes  as  well 
as  our  ability  to  alleviate  suffering  and  forestall  death.  The  progress 
in  the  advance  of  basic  knowledge  has  created  the  potential  for  the 
undertaking  of  a  variety  of  deliberate  developmental  and  applied 
research  activities.  The  development  of  vaccines  for  respiratory 
diseases,  the  furtherance  of  applied  research  in  the  vital  etiology  of 
cancer,  and  the  design  and  development  of  artificial  organs  such  as 
the  mechanical  heart  and  artificial  lung,  improved  methods  of  hemo- 
dialysis to  save  lives  threatened  by  diseased  kidneys,  and  development 
of  new  means  for  coping  with  environmental  hazards  are  examples 
of  the  current  direction  of  research  activities  which  progress  in  the 
basic  sciences  has  made  possible.  The  search  for  chemical  agents 
which  fight  the  spread  of  cancer,  large  coordinated  studies  aimed  at 
identifying  the  causes  of  birth  defects,  the  development  of  automated 
hospital  systems,  and  the  use  of  computers  in  clinical  testing  are  other 
examples  where  hope  exists  that  developmental  and  applied  research 
activities  can  produce  practical  results. 

In  the  areas  just  cited,  information  is  at  hand  that  will  permit  rela- 
tively precise  definition  and  specification  of  the  nature  and  dynamics 
of  biological  processes,  both  normal  and  pathological.  With  such 
specifications,  it  is  possible  to  explore  the  development  of  support  or 
replacement  systems  for  physiological  processes  and  organs  on  the 
one  hand  and  on  the  other  to  pursue  in  a  deliberate  manner  specific 
diagnostic  and  therapeutic  approaches  to  certain  disease  problems. 
These  approaches  will  involve  intensive  exploratory  and  advanced 
developmental  effort  before  such  concepts  can  be  brought  to  practical 
result. 

Another  trend  which  creates  the  potential  for  productive  develop- 
mental efforts  is  a  growing  awareness  of  the  significance  of  advances 
in  the  physical  sciences  and  related  engineering  and  technological  ca- 
pability to  medical  research  and  health  services.  The  scope  of  poten- 
tial contributions  to  health  and  medicine  from  these  fields  is  very 
broad,  ranging  from  new  materials,  instrumentation,  and  electronics 
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to  the  application  of  computer  technology  and  systems  analysis  con- 
cepts. The  current  biomedical  scene  is  marked  by  an  accelerating 
interplay  between  the  life  sciences  and  the  technology  and  concepts 
of  the  physical  sciences.  New  areas  of  effort  characterized  as  bio- 
medical engineering,  medical  electronics,  bioinstrumentation,  etc., 
have  emerged. 

The  stage  of  this  development  is  such  that  opportunity  for  a  major 
exploitation  of  this  new  capability  in  the  furtherance  of  the  medical 
sciences  and  clinical  medicine  seems  clearly  at  hand.  The  conduct 
of  programs  of  this  character  involves  greater  control  over  the  course 
of  technical  activity  and  more  coordination  and  integration  of  the 
various  parts  of  the  developmental  program.  These  types  of  activities 
also  require  access  to  new  levels  of  scientific  and  technical  talent. 

THE  RESULTANT  NEED  FOR  CONTRACTING  CAPABILITIY 

In  order  to  take  advantage  of  the  opportunities  to  improve  the 
Nation's  health,  which  are  presented  by  these  emerging  fields,  it  is 
vital  that  the  Public  Health  Service  have  access  to  adequate  research 
contract  authority.  The  contract  enables  the  program  manager  to 
exert  the  necessary  degree  of  control  and  coordination  over  the  conduct 
of  the  parts  of  the  developmental  program.  An  example  is  the  need 
to  establish  uniform  protocols  in  a  number  of  contracts  which  comprise 
a  coordinated  program  so  that  meaningful  comparisons  can  be  made 
among  the  results  of  the  various  contracts.  In  the  absence  of  adequate 
research  contract  authority,  the  program  leader  in  important  PHS 
activities  is  limited  to  the  use  of  research  grants  to  finance  the  desired 
research  undertaking.  Because  the  nature  of  the  grant  mechanism 
puts  emphasis  on  the  purposes  and  initiative  of  the  non-Federal  scien- 
tific investigator  and  provides  terms  and  conditions  most  suitable  for 
the  free  pursuit  of  new  research  leads,  it  is  most  appropriate  for  the 
support  of  unstructured  research  activities,  such  as  those  found  in  the 
academic  environment.  In  these  more  fundamental  research  activities, 
the  end  result  to  be  achieved  is  often  unknown  at  the  start  of  the 
research  project,  and  any  attempt  to  structure  the  research  so  as  to 
reach  a  predetermined  goal  may  involve  a  waste  of  effort  since  the 
goal  itself  is  often  a  product  of  the  course  of  the  research  project. 
For  the  financing,  however,  of  developmental  activities  where  the 
theoretical  capability  is  already  known,  the  contract  is  the  superior 
instrument  to  the  grant  in  aid.  In  fact,  as  the  House  Select  Com- 
mittee on  Government  Research  has  pointed  out,  the  grant  mechanism 
is  already  in  need  of  being  rescued  from  the  morass  of  administrative 
detail  in  which  it  appears  to  be  drowning,  and  should  be  restored  to 
its  intended  function  as  a  valuable  research  instrument.     The  broader 
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and  more  critical  use  of  research  contracts  by  the  PHS  for  financing 
developmental  and  applied  research  activities  will  preserve  the  im- 
portant distinctions  between  the  grant  and  the  contract  and  their 
respective  roles  as  instruments  for  Federal  support  of  research. 

THE  IMPORTANCE  OF  ACCESS  TO  THE  RESEARCH  CAPABILITY  OF 

PRIVATE  INDUSTRY 

The  most  effective  conduct  of  these  developmental  efforts  also  re- 
quires the  Public  Health  Service  to  draw  upon  new  kinds  of  engineer- 
ing and  scientific  talents  of  the  type  often  found  in  industrial  firms. 
As  developmental  opportunities  evolve,  the  PHS  will  need  to  draw 
heavily  upon  the  kind  of  technical  capability  industry  has  brought  to 
bear  in  other  fields,  such  as  the  aerospace  and  defense-related  programs. 
A  special  interagency  committee,  chaired  by  Mr.  Arthur  Barber, 
Deputy  Assistant  Secretary  of  Defense  for  Arms  Control,  has  already 
been  looking  into  the  possibilities  of  utilizing  in  other  fields  of  Govern- 
ment interest  the  industrial  research  and  development  capabilities  ex- 
pected to  become  excess  to  Defense  Department  needs.  The  PHS 
has  reviewed  developmental  research  needs  in  the  health  area  and  has 
identified  several  projects  which  might  utilize  such  capabilities,  in- 
cluding such  projects  as  development  of  artificial  hearts,  automated 
clinical  laboratory  systems,  and  the  development  of  special  facilities 
for  use  in  hazardous  work  on  viruses.  Fruitful  collaboration  with 
the  pharmaceutical  industry  is  already  being  carried  out  in  several 
fields  related  to  cancer  research.  Since  it  is  the  considered  policy  of 
the  Department  of  Health,  Education,  and  Welfare,  based  on  past 
experience,  that  contracts  are  the  most  desirable  means  of  financing 
research  activities  in  profit  organizations,  further  PHS  exploitation  of 
industrial  capabilities  in  health-related  will  require  use  of  adequate 
research  contract  authority. 

Contracts  are  also  of  increasing  importance  in  the  procurement  of 
highly  specialized  substances,  not  ordinarily  available  in  the  open 
market,  which  are  essential  for  the  conduct  of  certain  types  of  research 
and  development  activities.  Such  substances,  which  include  viral 
reagents  and  chemicals  synthesized  to  very  specific  standards,  can  be 
efficiently  developed  and  produced  through  a  contract,  thereby  free- 
ing individual  investigators  from  the  laborious  process  of  producing 
these  substances  in  minute  quantities  for  use  in  their  own  projects. 
Contracts  are  also  the  best  means  for  procuring  the  data  processing 
services  that  have  become  an  integral  part  of  many  research  and  de- 
velopment programs. 

THE  IMPORTANCE  OF  CONTRACTS  IN  THE  RESEARCH  PROGRAMS  OF 
OTHER  FEDERAL  AGENCIES 

The  effectiveness  of  contracts  in  financing  developmental  and  ap- 
plied research  activities  can  be  illustrated  by  the  extensive  use  of 
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B.  &  D.  contracts  by  other  Federal  research  supporting  agencies.  At- 
tachment A  shows  the  extent  to  which  other  agencies  use  K.  &  D.  con- 
tracts in  that  portion  of  their  programs  that  represents  health-related 
research.  These  agencies  also  have  access  to  grant  authority  for  the 
support  of  basic  research  (under  Public  Law  85-934),  but  the  attach- 
ment shows  that  the  program  managers  involved  have  made  wide- 
spread use  of  contracts  in  carrying  out  the  developmental  and  applied 
research  missions  of  their  agency.  The  importance  of  the  health-re- 
lated research  supported  by  the  PHS  has  been  recognized  by  the  Con- 
gress in  the  form  of  greatly  increased  appropriations  over  the  past 
15  years.  In  order  to  provide  the  directors  of  these  programs  with 
the  flexibility  necessary  for  the  most  effective  utilization  of  these  public 
funds,  it  is  important  to  give  them  access  to  the  type  of  contract 
authority  that  has  proven  so  useful  in  the  conduct  of  other  Federal 
research  programs. 

PRESENT  SOURCE  OF  PHS  CONTRACT  AUTHORITY 

The  Public  Health  Service  Act  as  it  now  stands  does  not  provide 
authority  for  the  making  of  research  contracts  in  the  conduct  of  the 
Service's  research  programs.  The  research  contract  authority  utilized 
by  the  Public  Health  Service  is  based  on  point-of-order  language 
which  appears  annually  in  the  appropriation  statute.  In  order  to 
take  advantage  of  the  opportunities  presently  existing  for  productive 
developmental  and  applied  research  programs,  the  PHS  needs  to  have 
permanent  research  contract  authority,  which  is  adequate  for  the 
achievement  of  important  health  goals.  In  addition  to  basic  authority 
to  enter  into  research  contracts,  the  PHS  needs  access  to  certain  types 
of  contract  authority  presently  available  to  the  Department  of  De- 
fense in  title  10  of  the  United  States  Code. 

[May  10, 1965,  Congressional  Record— House  9623] 

The  first  of  these  authorities  would  permit  payment  of  the  costs  of 
construction  determined  to  be  necessary  in  the  performance  of  a  re- 
search contract.  Some  research  contracts  require  highly  specialized 
facilities  as  an  integral  part  of  the  research  program.  A  current  ex- 
ample is  the  special  protective  facilities  required  for  continued  work 
with  dangerous  and  infectious  agents  encountered  in  the  important 
research  effort  investigating  the  cancer-virus  relationship.  Without 
such  authority,  these  research  contracts  must  be  administered  within 
restrictions  based  on  superficial  distinctions  between  temporary  and 
permanent  improvements.  These  artificial  distinctions  result  in  the 
expenditure  of  additional  money  with  no  productive  effect  on  the  per- 
formance of  the  contract. 
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The  second  authority  would  provide  for  the  indemnification  of  con- 
tractors against  claims  which  arise  out  of  direct  performance  of  the 
contract  and  which  are  the  result  of  a  risk  which  the  contract  defines 
as  unusually  hazardous.  This  type  of  contract  provision  is  often  re- 
quired if  a  contractor  is  to  be  induced  to  undertake  work  which  involves 
the  handling  of  live  viruses  or  the  exposure  to  poisonous  compounds. 

Given  these  authorities,  the  Public  Health  Service  will  be  in  a  posi- 
tion to  make  the  choice  of  financing  mechanism  grow  out  of  the  pro- 
gram decision  instead  of  being  forced,  through  limitations  in  author- 
ity, to  distort  the  program  to  fit  the  available  mechanism.  In  the 
absence  of  adequate  contract  authority,  the  use  by  the  PHS  of  the  ex- 
tensive research  capabilities  of  private  industry  in  the  field  of  medi- 
cal research,  will  be  virtually  denied. 


Attachment  A. — Federal  contract  support  for  medical  and  health-related  research, 

1964  and  1965 

[In  thousands] 


Obligations  for  research  contracts 

1964 

1965 

Agency 

Amount 

Percent 

of 
agency 
support 
for  ex- 
tramural 
research 

Amount 

Percent 

of 
agency 
support 
for  ex- 
tramural 
research 

Total 

$177,  303 

22.8 

$210,  943 

24.4 

Atomic  Energy  Commission 

72,  157 

23,  700 

10 

1,050 

358 

29,  167 

50,  298 

(49,441) 

(41,  845) 

224 

339 

100.0 

69.7 

0 

96.  1 

5.6 

92.3 

8.3 
(8.5) 
(7.7) 
100.0 
100.0 

79,  618 
42,  800 

100.  0 

National  Space  and  Aeronautics 
Administration _.       _     _   _ 

78.4 

National  Science  Foundation 

Veterans'  Administration 

907 

3,264 

27,  209 

56,  440 

(55,  612) 

(45,  006) 

255 

450 

97.6 

Department  of  Agriculture 

32.  1 

Department  of  Defense _   _ 

91.  9 

Department  of  Health,  Education, 
and  Welfare.. 

8.  5 

Public  Health  Service 

(8.7) 

National  Institutes  of  Health 

Department  of  Interior.           _   . 

(7.6) 
100.  0 

Department  of  State _. 

100.0 

Source:    National  Institutes  of  Health  1964  survey  of  Federal  agencies  on  obli- 
gations for  medical  and  health-related  research  and  development. 
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Public  Health  Service  funds  for  negotiated  contracts,1  all  programs 
[In  thousands  of  dollars] 


Public  Health  Service 
operating  bureaus 

Actual, 
fiscal 
year 
1964 

Esti- 
mated, 
fiscal 
year 
1965 

Presi- 
dent's 
budget 
fiscal 
year 
1966 

Bureau  of  State  Services : 

Community  health     _____ 

5,611 

4,624 

46,  259 

390 

535 

11,  895 
6,263 

60,  090 
362 
756 

21,  189 

Environmental  health 

9,028 

National  Institutes  of  Health 

National  Center  for  Health  Statistics.           _ 

63,  398 
541 

National  Library  of  Medicine  _   _         

976 

Public  Health  Service  total.   . 

57,  419 

79,  366 

94,  132 

1  Negotiated  contracts  are  used  for  the  procurement  of  property  and  services 
outside  formal  advertised  bidding.  Such  negotiation  is  authorized  under  the 
circumstances  enumerated  in  sec.  302(2)  of  the  Federal  Property  and  Admini- 
strative Services  Act  of  1949  (41  U.S.C.  251-260). 


Mr.  Hill. 


[June  28, 1965,  Congressional  Record — Senate  14419] 


Contract  Authority 


Third,  the  legislation  provides  authority  for  the  Public  Health 
Service  to  enter  into  contracts  for  research.  The  research  contract 
authority  of  the  Public  Health  Service  is  now  provided  in  "point  of 
order"  language  in  the  annual  appropriation  act. 

While  the  research  grant  mechanism  has  been  appropriate  for 
projects  of  nonprofit  educational  and  research  institutions,  research 
activities  of  a  developmental  or  applied  research  nature  can  be  more 
effectively  financed  through  research  contracts.  Contracts  allow 
greater  control  over  the  course  of  technical  activity  and  access  to  new 
kinds  of  engineering  and  scientific  talent. 

Examples  of  research  activities  which  can  be  most  effectively 
pursued  through  the  use  of  research  contracts  are  the  development 
of  vaccines  for  respiratory  diseases,  the  furtherance  of  applied  re- 
search in  the  viral  causes  of  cancer,  and  the  design  and  devel- 
opment of  artificial  organs  such  as  the  mechanical  heart  and  artificial 
lung,  and  improved  methods  of  hemondialysis  to  save  lives  threatened 
by  diseased  kidneys. 

The  bill  also  provides  the  Public  Health  Service  with  access 
to  two  additional  research  contract  authorities  presently  available  to 
the  Department  of  Defense.     The  first  of  these  authorities  would  per- 
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mit  payment  of  the  costs  of  construction  determined  to  be  necesasry 
in  the  performance  of  a  research  contract.  A  current  example  is  the 
special  protective  facilities  required  for  continued  work  with  dan- 
gerous and  infectious  agents  encountered  in  the  important  research 
effort  investigating  the  cancer- virus  relationship. 

The  secondary  authority  requested  would  provide  for  the  in- 
demnification of  contractors  against  claims  which  arise  out  of  direct 
performance  of  the  contract  and  which  are  the  result  of  a  risk  which 
the  contract  defines  as  unusually  hazardous.  This  type  of  contract 
provision  is  often  required  if  a  contractor  is  to  be  induced  to  under- 
take work  which  involves  the  handling  of  live  viruses  or  the 
exposure  to  poisonous  compounds.  This  authority  has  been  available 
to  the  Public  Health  Service  for  a  number  of  years  through  the  tem- 
porary point-of-order  language  in  the  appropriation  act.  .  .  . 

A  limitation  on  the  use  of  research  contracts  by  the  Public 
Health  Service  would  have  the  very  serious  effect  of  preventing  the 
most  productive  pursuit  of  some  of  the  exciting  prospects  for  the 
application  of  scientific  knowledge  to  the  reduction  of  human  death 
and  suffering.  Specifically,  such  a  limitation  would  practically  elim- 
inate further  involvement  of  industrial  firms  in  the  health-related 
programs  which  are  the  responsibility  of  the  Public  Health  Service. 
These  firms  have  much  to  offer  in  the  further  evolution  of  the  national 
medical  research  effort.  Because  the  contract  is  the  only  mechanism 
appropriate  for  the  financing  of  certain  essential  development  work, 
a  flexible  approach  to  the  use  of  contracts  should  be  provided  for. 

[July  27, 1965,  Congressional  Record — House  17753] 

HEALTH  RESEARCH  FACILITIES  AMENDMENTS  OF  1965— CONFERENCE 

REPORT 

Mr.  HARRIS.  Mr.  Speaker,  I  call  up  the  conference  report  on  the 
bill  (H.R.  2984)  to  amend  the  Public  Health  Service  Act  provisions 
for  construction  of  health  research  facilities  by  extending  the  expira- 
tion date  thereof  and  providing  increased  support  for  the  program, 
to  authorize  additional  Assistant  Secretaries  in  the  Department  of 
Health,  Education,  and  Welfare,  and  for  other  purposes,  and  ask 
unanimous  consent  that  the  statement  of  the  managers  on  the  part  of 
the  House  be  read  in  lieu  of  the  report. 

The  Clerk  read  the  title  of  the  bill. 

The  SPEAKER  pro  tempore.  Is  there  objection  to  the  request 
of  the  gentleman  from  Arkansas  ? 

There  was  no  objection. 

The  Clerk  read  the  statement. 

(For  conference  report  and  statement,  see  proceedings  of  the  House 
of  July  23, 1965.) 
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Mr.  HARRIS.  Mr.  Speaker,  this  bill  would  extend  what  is  com- 
monly referred  to  as  the  health  research  facilities  program.  This 
program  over  the  years  has  proved  itself.  We  have  reaped  rich  bene- 
fits from  it. 

It  may  be  recalled  that  when  the  bill  passed  the  House  some  weeks 
ago  it  was  on  a  rollcall  vote  of  333  to  4. 

There  is  only  one  difference  between  the  bill  as  passed  by  the  House 
and  the  conference  agreement. 

The  bill  passed  by  the  House  provided  for  a  3-year  authorization  for 
contract  authority  by  the  Public  Health  Service,  with  a  limitation  of 
$43  million  as  a  ceiling  on  annual  obligations.  The  Senate  amended 
this  to  delete  both  the  3-year  limitation  and  the  $43  million  limitation. 

We  felt  that  the  three-year  limitation  was  more  in  keeping  with  the 
pattern  we  had  set.  However,  we  receded  on  the  limitation  of  the  $43 
million  on  annual  obligations. 

I  should  like  to  explain  that  no  additional  money  is  involved.  This 
is  a  method  of  contracting.  The  NIH,  the  Public  Health  Service, 
probably  will  contract  outside  of  the  Government's  actual  operations 
itself  for  the  current  fiscal  year  about  $94  million  of  the  total  funds 
appropriated  for  research  facilities  to  the  Public  Health  Service. 
These  funds  go  primarily  to  the  NIH. 

It  was  thought  if  we  could  use  private  sources,  we  could  obtain  the 
desired  results  or,  at  least,  we  might  get  better  results  by  using  this 
practice.  So  it  is  a  question  of  not  tying  the  hands  of  the  Public 
Health  Service  but  permitting  them  to  utilize  private  sources  in  a  free 
enterprise  manner  insofar  as  it  would  become  feasible  to  do  so.  After 
careful  analysis  of  the  entire  situation,  we  felt  it  would  be  to  the  best 
interests  of  the  Service  to  accede  to  the  Senate  provision  with  refer- 
ence to  the  $43  million  limitation  which  the  House  previously  included 
in  the  bill. 

One  other  matter  that  was  in  conference,  but  is  not  in  the  conference 
report  or  the  House  bill  should  be  discussed.  When  our  committee 
originally  considered  the  bill,  we  deleted  from  the  bill  a  proposed  6- 
year  authorization  for  nonmatching  grants  for  construction  and  op- 
eration of  specialized  regional  or  national  research  facilities. 

The  bill  passed  the  House  without  this  feature,  as  I  have  indicated. 
The  Senate  version,  as  reported  and  as  passed,  restored  the  authoriza- 
tion but  limited  the  duration  to  4  years,  with  a  maximum  appropria- 
tion authorization  of  $35  million. 

The  conferees  struck  out  this  provision  for  regional  facilities  on 
the  basis  that  the  committee  now  has  under  consideration  a  bill  re- 
ferred to  as  the  regional  complexes,  and  we  believe  it  would  be  more 
appropriate  to  give  consideration  to  this  in  connection  with  that  pro- 
gram. With  this  we  had  a  unanimous  conference  report  and  we  com- 
mend it  to  the  House  and  urge  its  adoption. 
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Mr.  Speaker,  I  now  yield  to  the  gentleman  from  Illinois  [Mr. 
Springer]  . 

Mr.  SPRINGER.  Mr.  Speaker,  the  provisions  of  this  bill,  which 
provide  an  extension  of  section  704  of  the  Public  Health  Service  Act, 
to  make  possible  the  construction  of  health  research  facilities  for  the 
next  3  years,  is  a  continuation  of  the  very  successful  partnership  be- 
tween Government  and  the  academic  world  to  provide  the  space  in 
which  the  research  vital  to  the  health  of  the  American  public  can  be 
accomplished.  This  provision,  in  conjunction  with  the  grants  made 
to  individuals  and  institutions  for  research  work,  provides  the  major 
authority  and  the  machinery  for  the  accomplishment  of  health 
research. 

There  are  some  instances  wherein  grants  are  not  the  proper  induce- 
ment for  desirable  and  required  research  projects.  In  such  instances 
the  Department  of  Health,  Education,  and  Welfare  has  in  the  past 
made  contracts  with  private  industrial  or  other  institutions  to  take  on 
specific  studies,  whether  long  or  short  range  in  nature.  The  authority 
to  use  the  contract  method  has  been  maintained  only  through  lan- 
guage in  the  appropriation  acts  from  year  to  year.  It  is  not  con- 
sidered good  business  to  base  such  important  projects  on  such  a  shaky 
platform.  The  authority  should  be  clear  while  yet  being  well  within 
the  control  of  the  authorizing  committee.  This  bill  grants  the  au- 
thority to  use  contracts  as  well  as  grants  for  the  next  3-year  period. 
The  Congress  can  then  review  the  history  of  this  authority  and  the 
way  it  has  been  used.  In  my  view,  the  two  sections  of  the  Public 
Health  Service  Act,  which  I  have  here  described,  give  ample  authority 
to  create  facilities  for  health  research  and  to  provide  for  those  in- 
stances in  which  grants  are  not  adequate  to  induce  specific  research. 
In  stating  this  position  I  am  mindful  of  the  section  in  the  original  bill 
which  contemplated  a  series  of  Federal  installations  to  carry  on  re- 
search in  those  subjects  not  attractive  to  universities  or  other  research 
institutions.  As  long  as  it  is  possible  to  offer  contracts  covering  all 
phases  of  any  such  research  I  am  sure  that  qualified  institutions  will 
accept  the  task. 

Also  provided  for  in  this  legislation  are  three  additional  assistant 
secretaries  for  the  Department  of  Health,  Education,  and  Welfare. 
In  view  of  the  extent  of  new  health  legislation  and  other  new  respon- 
sibilities for  the  Department,  it  seems  proper  that  these  positions 
should  be  provided.  I  would  wish  to  serve  notice,  however,  on  the 
Department  and  the  administration  that  I  shall  personally  watch  very 
closely  the  way  in  which  these  positions  are  utilized.  Although  I  do 
not  purport  to  speak  for  our  entire  committee  I  am  sure  that  as  a  body 
it  will  expect  close  surveillance  of  the  manner  in  which  these  additional 
positions  are  used. 
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